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		Minutes





	Committee:
	[bookmark: _GoBack]Northern A Health and Disability Ethics Committee

	Meeting date:
	21 April 2020

	Meeting venue:
	Zoom Video Conference



	Time
	Item of business

	12:30pm
	Welcome

	
	Confirmation of minutes of meeting of 17 March 2020

	1:00pm
	New applications (see over for details)

	
	 i 20/NTA/37
 ii 20/NTA/38
 iii 20/NTA/39
 iv 20/NTA/41
 v 20/NTA/42
 vi 20/NTA/43
 vii 20/NTA/44
 viii 20/NTA/45
 ix 20/NTA/46


	5:15pm
	General business:
Noting section of agenda
              

	5:30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

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

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

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

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

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

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

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

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

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


 

Welcome
 

The Chair opened the meeting at 12:30pm and welcomed Committee members, noting that apologies had been received from Dr Karen Bartholomew.


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 March 2020 were confirmed.



New applications 

	 1  
	Ethics ref:  
	20/NTA/37 
	 

	 
	Title: 
	The ANCHOR Study 
	 

	 
	Principal Investigator: 
	Professor Jane Harding 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	01 April 2020 
	 


 
Professor Jane Harding and Alisa Tam were present video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The proposed study seeks to assess the longer-term outcomes of adult children born to mothers who received glucocorticoids (a type of steroid) whilst pregnant. The use of antenatal corticosteroids is recommended as a standard preventative treatment for women at risk of preterm birth to prevent neonatal respiratory distress syndrome and related death. Studies investigating the efficacy of repeat antenatal corticosteroids in both New Zealand and Australia have found no difference in the growth, development or health of children exposed to antenatal corticosteroids in utero. Despite this, there is substantial evidence from animal studies that prenatal exposure to excess glucocorticoids can permanently alter growth, endocrine and metabolic function. 
2. Despite evidence to the contrary, concerns that these effects may also occur in humans and may lead to cardiometabolic disease in later life has contributed to the reluctance of clinicians to implement this life-saving treatment over decades. 
3. Researchers intend to approach the now-adult children of mothers who participated in either:
·  the Auckland Steroid Study (a randomised, double-blind, placebo-controlled trial of antenatal corticosteroids undertaken 1964-74, with the children being followed-up at 3 years, 6 years and 30 years.  These children are now in their 50’s.  The study found no effect of antenatal corticosteroid exposure on health, cognitive and socioeconomic status but there was a small difference, of no clinical significance, in insulin secretion on oral glucose tolerance testing, suggesting mild insulin resistance); and 
· the ACTORDS Study (a randomised trial of women at ongoing risk of preterm birth to single or repeat doses of antenatal corticosteroids undertaken1998-2004, with the children being followed-up at 2 years and 6-8 years.  These children are now in their 20’s).
4. These now-adult children will be asked to complete a questionnaire and to consent to linking data about them held by governmental agencies such as The Ministry of Health, The Ministry of Education, The Ministry of Justice, the Ministry of Social Development and in the Integrated Data Infrastructure at Statistics NZ to assess their health and other life outcomes. 
5. The children of the now-adult children will also be invited to take part in a second-generation sub-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 the interest in grandchildren given that the safety of steroids during pregnancy is well known. The Researcher stated that current evidence for steroid safety during pregnancy only pertains to single doses and not repeated doses. Furthermore, there is evidence from animal studies to suggest that steroid effects may be passed on intergenerationally.
7. The Committee queried whether the 50-year-old participants from the Auckland Steroid Study are blinded to whether their mothers received placebo or a steroid. The Researcher stated that they will not be told upfront which cohort their mothers were part of but will be told if they ask.
8. The Committee asked for the recruitment process to be clarified against the background that some of the children, now in their 50’s, have previously consented (or declined) to being contacted through participation in the Auckland Steroid Study (when they were followed up at aged 30) and the collection of these details in the study database. The Researcher stated that they plan to send an invitation letter to the children (now adults) who have consented to follow-up.  The researchers will not have contact details for some of the children - in these instances the mother will be contacted and asked if they will provide the researchers with the child’s contact details and pass on recruitment information to the child. Mortality records will be accessed using NHIs prior to approaching parents to ensure no undue distress is caused from being approached by Researchers.  If contact cannot be made with the children in any of these ways, the researcher proposes to trace the children (now in their 20s and 50s) via any alternative contacts present in the study contact database or via the person’s last known primary health provider.

9. The Committee queried whether there was risk of creating additional anxiety for participants through completion of the questionnaire which was extensive in probing health information and other life-style matters, including questions on illicit drug-use. The Researcher stated that the questions mirror those of the National Health Survey and carry the same safety protocols; including the option not to answer questions.

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 expressed concern about the extensive data-linking sought in this research, particularly given that much, if not all, of the data sought could be obtained in alternative ways, e.g. via additional questionnaires, albeit it would be more time consuming.  The Committee noted that the benefits of time-saving for the researchers and participants needed to be balanced against the risks of data-linking.   
11. The Committee was not satisfied that the data-linking aspects of the research comply with the new National Ethical Standards for Health and Disability Research and Quality Improvement (2019) regarding data linking and requested that the study documentation be amended.  In particular, but non-exhaustively:
·  Standard 12.35 which requires the amount of data linked to be fit-for-purpose and requires researchers to justify re-use of the requested data.  Please amend study documentation (PIS and protocol) to include precisely what datasets will be accessed (including subsets of data within larger datasets) and why. For example, and non-exhaustively, ‘benefit usage’ is too nebulous and could comprise a number of different datasets.  This is relevant also to the data sought from the Ministry of Justice data sets (eg, whether it is convictions or court charges).  Please include information on what how data will be linked and provide evidence-based justification for linking and correlating data from separate data sets (including ensuring that causation between data sets is not inappropriately implied, especially between medical and non-medical data). Please also ensure all study variables (e.g., risk-taking behaviour; intelligence; functionality) have evidence-based definitions and clarify which variables are required to answer which study question(s).
· Standard 12.36 which requires researchers to consider the methods by which the data in the other data sets was collected and to consider whether its use in the research may result in systematic biases which may impact the validity of the research results. 
· Standard 12.36.a which requires researchers to consider these limitations when designing their research and to mitigate the impacts of these biases where possible. 
 
12. At present, there is nothing in the protocol or other documentation about the risks of data-linking including, but not limited to, bias, especially risks around cultural deficits and that data given in one context may be de-contextualised and alienated from what the kaupapa was, and what steps will be taken to mitigate them.  In addition, destruction of the linked data is usually expected but will not take place here adding to the overall risks – please address and justify.  Data-linking on children also presents additional concerns, especially since there is no proposal to destroy the linked data.  Please address these risks and justify the data-linking of children’s data, including plans for re-consenting the <16 whose parents have consented to their participation and linking.  
13. Please amend the protocol to include a fulsome plan as to how data will be managed and governed in accordance with the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). This should include, non-exhaustively, which institution holds governance over the data, the identifiability of the stored data, what access the governing institution has, and how long data will be stored for. 
14. Please clarify in the protocol that participant withdrawal can take place at any time, including data collected up to that point. Please clarify how this will affect linkage and reflect both points in the PIS.
15. Please ensure that any participants under 16 years are reconsented  for use of their data once they turn 16 years old.
16. Please provide more assent sheets for the different age brackets for the grandchildren

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

17. Please adjust the PIS to explicitly state that the mothers of potential participants are only approached to ascertain interest of their child and that children will be approached directly by the Researchers to ensure no undue influence on participation is exhibited by the mothers.
18. Please ensure that the PIS is amended to address all data-linking issues referred to above, especially to ensure it clearly explains what data-linking is so that participants understand the concept, which is a relatively new one, and that it is different to data sharing., states what data in each of the data sets potential participants are consenting to be accessed and linked, how the use of each data set helps to answer the study question(s) and what the risks of data linking are .Please refer to the HDEC template to ensure missing sections are included in the PISCF – for example, and non-exhaustively, please include rights of access and correction, that data may also be accessed by the wider Liggins Institute and external researchers and also what happens on participant withdrawal to data (can participants elect to have it deleted?) and information about data security and privacy.  Please also check to ensure the consent form (CF) is consistent with the PIS and ensure that matters are not raised in the CF for the first time without being referred to in the body of the PIS.

Decision 

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

· The Committee expressed concern about the extensive data-linking sought in this research, particularly given that much, if not all, of the data sought could be obtained in alternative ways, e.g. via additional questionnaires, albeit it would be more time consuming.  Please provide evidence of consideration by the Researchers regarding balancing the benefits of time-saving for the researchers and participants against the risks of data-linking.   
· Please provide evidence that the data-linking aspects of the research comply with the National Ethical Standards for Health and Disability Research and Quality Improvement (2019) regarding data linking and requested that the study documentation be amended.  In particular, but non-exhaustively:
·  Standard 12.35 which requires the amount of data linked to be fit-for-purpose and requires researchers to justify re-use of the requested data.  Please amend study documentation (PIS and protocol) to include precisely what datasets will be accessed (including subsets of data within larger datasets) and why. For example, and non-exhaustively, ‘benefit usage’ is too nebulous and could comprise a number of different datasets.  This is relevant also to the data sought from the Ministry of Justice data sets (eg, whether it is convictions or court charges).  Please include information on what how data will be linked and provide evidence-based justification for linking and correlating data from separate data sets (including ensuring that causation between data sets is not inappropriately implied, especially between medical and non-medical data). Please also ensure all study variables (e.g., risk-taking behaviour; intelligence; functionality) have evidence-based definitions and clarify which variables are required to answer which study question(s).
· Standard 12.36 which requires researchers to consider the methods by which the data in the other data sets was collected and to consider whether its use in the research may result in systematic biases which may impact the validity of the research results. 
· Standard 12.36.a which requires researchers to consider these limitations when designing their research and to mitigate the impacts of these biases where possible. 
 
· At present, there is nothing in the protocol or other documentation about the risks of data-linking including, but not limited to, bias, especially risks around cultural deficits and that data given in one context may be de-contextualised and alienated from what the kaupapa was, and what steps will be taken to mitigate them.  In addition, destruction of the linked data is usually expected but will not take place here adding to the overall risks – please address and justify.  Data-linking on children also presents additional concerns, especially since there is no proposal to destroy the linked data.  Please address these risks and justify the data-linking of children’s data, including plans for re-consenting the <16 whose parents have consented to their participation and linking.  
· Please amend the protocol to include a fulsome plan as to how data will be managed and governed in accordance with the National Ethical Standards for Health and Disability Research and Quality Improvement (2019). This should include, non-exhaustively, which institution holds governance over the data, the identifiability of the stored data, what access the governing institution has, and how long data will be stored for. 
· Please clarify in the protocol that participant withdrawal can take place at any time, including data collected up to that point. Please clarify how this will affect linkage and reflect both points in the PIS.
· Please ensure that any participants under 16 years are reconsented for use of their data once they turn 16 years old.
· Please provide more assent sheets for the different age brackets for the grandchildren
· Please amend the Participant Information and Consent Forms, taking into account feedback provided by the Committee (above)

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

	 2  
	Ethics ref:  
	20/NTA/38 
	 

	 
	Title: 
	DOXY-RC: Phase II Trial of Doxycycline with Radiotherapy for Rectal Cancer 
	 

	 
	Principal Investigator: 
	Dr Natalie Briggs 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	09 April 2020 
	 


 
Dr Natalie Briggs was present by video conference 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. Colorectal (bowel) cancer is a major health problem in New Zealand, with 3000 new diagnoses and 1200 deaths per year. Rectal cancer refers to a cancer which affects the distal end of the bowel. 
2. The standard treatment for rectal cancer in which the tumour is advanced but there is no distal spread is a five-day course of radiotherapy (also known as short-course radiotherapy or SCRT) followed by surgery to remove the cancer within approximately one week. 
3. The Researchers aim to recruit 20 people with rectal cancer who are having SCRT to take doxycycline daily during radiotherapy and continue it each day up until the day before their cancer surgery. The effects of radiotherapy and doxycycline on the CSCs in each participant’s diagnostic biopsy tissue will be assessed and compared to the tumour in their surgical sample and compared to the diagnostic biopsy tissue samples and surgical tissue samples of 20 control participants who recently underwent radiotherapy and surgery for rectal cancer but did not take doxycycline. 
4. Additionally, the level of the stem cell marker progastrin in the blood of participants receiving doxycycline will be analysed at four time-points; before treatment, after two days of doxycycline/before radiotherapy, before surgery and approximately three weeks after surgery.

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 limitations of the proposed study will be addressed. The Researcher acknowledged how the proposed study was limited and stated that the study is primarily to determine whether the method for assessing stem cell markers will be a feasible way to determine outcomes in a future, full scale study.
6. The Committee queried whether any tissue from the control group was being sent overseas. The Researcher confirmed that only plasma from the treatment group would be sent overseas.
7. The Committee queried where tumour tissue will be stored. The Researcher stated that tissue will initially be stored at Waikato Hospital, then sent to Dunedin for analysis.
8. The Committee queried how incidental findings will be managed. The Researcher stated that the participant’s GP would be contacted for incidental findings or findings containing potentially prognostic information.
9. The Committee queried whether the combination of qualitative and quantitative data could produce inconclusive results. The Researcher stated that this had been addressed and accounted for at the design stage of the research.
10. The Committee queried whether different stages of cancer were accounted for. The Researcher stated that the study was restricted to only locally advanced patients.

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 amend the protocol to include a plan for the management and governance of study data, in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
12. Please provide evidence that the locations for tissue storage for both the main study and Future Unspecified Research (FUR) are Tissue Banks that are demonstrably compliant with Chapter 15 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
13. Please amend the medication and symptom diary to ensure that only the participant ID number is included (no names of other identifiable information).

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

14. Please amend the Consent Forms and PISs (including PIS for FUR) to ensure that all optional parts of the study are clearly sated as such. This includes clarification that FUR studies are not sub-studies but optional, separate studies.
15. Please amend the PISs for FUR to ensure that they are lay-friendly and easily readable (e.g., clarify what is meant by “de-identified, linked tissue”).
16. Please clarify in the PISs and Consent Forms for FUR whether the agreement to contact participants in the future relates to ascertaining more health information, or whether it relates to advising participants of the nature of the FUR studies.
17. Please ensure that the FUR PIS for the treatment group involves tissue being stored overseas. Please clarify the address that they will be stored at and how rights and risks may be different for tissue stored overseas, compared to tissue stored in New Zealand.  Rights and risks may need to be separated for the NZ Tissue Bank and the Swiss tissue bank.  Please ensure compliance with Chapter 15 of the Standards.
18. Please amend the PIS to remove reference to the GDPR, or explain how it is relevant for NZ participants.
19. Please review the sentence in the PIS that states that “total abstinence is a highly effective form of contraception” and reconsider whether it should be included.
20. Please remove names from the Medication and symptom diary (and any other relevant study documentation) –only participant ID should be included.

Decision 

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

· Please amend the protocol to include a plan for the management and governance of study data, in accordance with the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
· Please provide evidence that the locations for tissue storage for both the main study and Future Unspecified Research (FUR) are Tissue Banks are demonstrably compliant with Chapter 15 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
· Please amend the medication and symptom diary to ensure that only the participant ID number is included (no names or other identifiable information).
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback from the Committee (above).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Professor Graham Mellsop.



	 3  
	Ethics ref:  
	20/NTA/39 
	 

	 
	Title: 
	Understanding Altered Muscle in Cerebral Palsy 
	 

	 
	Principal Investigator: 
	Miss Stephanie Khuu 
	 

	 
	Sponsor: 
	The University of Auckland 
	 

	 
	Clock Start Date: 
	09 April 2020 
	 


 
Stephanie Khuu & Geoffrey Handsfield were present by video conference 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. Cerebral palsy (CP) is a group of permanent motor disorders caused by a neural lesion occurring at or near the time of birth. The neural lesion is non-progressive; however, motor impairments and muscular effects continue to worsen over time, motivating researchers to question why this occurs. 
2. Progressively worsening muscular effects of CP may be largely influenced by the processes of muscle growth and regeneration occurring at the cellular level, but little is known about these processes in adolescents or in individuals with CP. An understanding of how these processes occur at an early age in children with and without CP may lead to more targeted rehabilitation and treatment plans that have the potential to alter the outcome of mobility for adults living with CP. 
3. The aim of this study is to further build on international work and investigate the differences in skeletal muscle morphology and composition between children/adolescents with CP and typically developing (TD) children/adolescents. 
4. The Researchers aim to collect muscle biopsy samples from both groups when participants undergo previously scheduled orthopaedic surgery which expose the lower limb muscles, at Starship Children’s Hospital. 
5. The muscle biopsies will be used to gain insight into the muscle morphology, expression of mRNa, proteins, hormones, cell populations, and other biomarkers related to muscle regeneration and cellular function.

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 how the current application has addressed the issues raised in the previous application for this study. The Researcher stated that they were no longer including cell lines, had added clarifications to the PIS, and included greater detail in the protocol about specific techniques and procedures. Additionally, information on data collection and withdrawal from the study has been clarified; separate assent forms for different age groups have been created, and the amount of tissue (on top of standard of care) required for the biopsies was clarified. 
7. The Committee queried whether the plan for biopsies was being altered to accommodate COVID-19 Alert Level restrictions. The Researcher stated that at this stage biopsies were on hold; this would be reviewed approximately six weeks after the meeting date and would depend on DHB capacity for elective surgeries. The Researcher noted that study timelines had accounted for this.
8. The Committee queried the process for obtaining consent from participants. The Researcher stated that participants will have already provided informed consent prior to surgery. At the time of the surgery, a technician will obtain and prepare the tissue sample, then send it to the Researchers.
9. The Committee queried how tissue is banked for this study. The Researcher stated that tissue is held by the Researcher for the duration of the study, then destroyed. No tissue will be stored in a tissue bank.
10. The Committee queried how patients are informed and approached about the study. The Researcher stated that the consultant surgeon would initially tell the patient about the study and give them study information if they are interested. The Researcher clarified that the surgeon was a member of the study team, then a staff member who is independent from the study would approach the patient. The other method of recruitment would be via the CP Society and flyers (these are the same flyers used by the clinical care workers).

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 demonstrate how the study has considered the needs of disabled participants, with reference to the Chapter 5 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
12. Please submit the advertising flyer for this study for HDEC review.
13. In addition to the petrol voucher offered to parents as reimbursement, please arrange for a koha to be offered to the child participants that is specifically tailored to and can be enjoyed by children.

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

14. Please amend the front page of the PIS to clearly state that this study is for a PhD project.
15. Please amend the titles of the PISs for the CP and TD groups to indicate which group the PIS is specific to.
16. Please amend the PIS for the control group to include more information as to why potential participants would want to be part of this group (i.e. potential benefits of being part of this group).
17. Please amend the section of the PIS on sample/tissue management to state that samples are stored at the research laboratory and destroyed at the end of the study.
18. Please ensure that statements on study withdrawal and whether data will be deleted are clearly included in all participant-facing documentation.
19. Please review all PISs and Consent Forms to ensure that correct pronouns are used (i.e., clarify that the parent/guardian PIS refers to “your child” rather than “you” as the participant).
20. Please amend the compensation statement in the PIS, using the statement provided in the HDEC PIS template.
21. Please amend the PIS/CF to clarify that a participant can access and make corrections to their data if they wish to.
22. Please ensure that the CFs and the PISs are consistent with each other (eg, regarding matters which are optional or mandatory) and ensure that all matters referred to in the CFs have been discussed in the main body of the PISs.

Decision 

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


· Please demonstrate how the study has considered the needs of disabled participants, with reference to the Chapter 5 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
· Please submit the advertising flyer for this study for HDEC review.
· In addition to the petrol voucher offered to parents as reimbursement, please arrange for a koha to be offered to the child participants that is specifically tailored to and can be enjoyed by children.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above).

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


 

	 4  
	Ethics ref:  
	20/NTA/41 
	 

	 
	Title: 
	iMODERN 
	 

	 
	Principal Investigator: 
	Dr Aniket Puri 
	 

	 
	Sponsor: 
	RADBOUDUMC 
	 

	 
	Clock Start Date: 
	09 April 2020 
	 


 
Dr Ross Keenan and Dr Aniket Puri were present via video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The proposed study aims to include 1146 patients following a heart attack and undergoing urgent revascularization (opening up of the affected artery) with a balloon and stent and who have ≥1 other blocked heart artery.
2. Following urgent opening of the lesion causing the heart attack patients are randomized into one of two arms:
· Instantaneous wave free ratio guided (iFR) multi vessel revascularisation arm: immediate iFR-guided PCI (instantaneous wave-free ratio is a measurement of the amount of blood flow going through a narrowing in an artery. PCI is a procedure of opening a narrowed artery by inflating a balloon inside it) of nonculprit lesions at any time during index hospitalization or
· Deferred adenosine stress perfusion cardiac MRI guided PCI, with the cardiac MRI scan being performed between 4-42 days post admission with the ST-elevation myocardial infarction (STEMI). A clinic follow-up will be performed after 6 months and one year, and telephone follow up will be performed at 3 years and 5 years. 
3. This trial will determine if one strategy is superior to the other. Endpoint evaluation will include adjudication of cardiac death, myocardial infarction, target lesion revascularisation, stent thrombosis, stroke and TIA, major bleeding.

Summary of resolved ethical issues 

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

4. The Committee asked the Researcher to clarify standard of care for participants in this study. The Researcher stated that there are two standard of care practices when clearing a blocked artery; both are used according to individual clinical judgment. One school of thought is to leave other narrowed arteries and focus on the blocked artery during surgery; the other school of thought is to address the narrowed arteries at the same time as the blockage. The second of these options introduces greater risk, but also introduces greater potential benefit to the patient. As current standard practice is based on a case-by-case clinical judgement, the Researcher stated that they will only repair the non-target arteries if it is clinically relevant to do so at the time of the surgery, bring the patient back a few days later for monitoring, or choose to leave the other arteries alone.
5. The Committee queried whether patients who needed all three arteries cleared would not be randomised into the trial. The Researcher confirmed that this was correct.
6. The Committee queried how obtaining informed consent from potential participants in a stressful and time-pressured scenario will be managed. The Researchers stated that there is usually at least 45 minutes between patient presentation and the catheterisation procedure but it can be up to 90 minutes. During this time, patients who meet inclusion criteria (competent to verbally consent, stable, not in significant pain, not receiving sedatives or other treatments that may affect competence; and clinically appropriate for participation) will be approached, advised of the study and, if they indicate an interest in participation, details from an emergency participation information sheet (PIS) will be discussed with them.  The emergency PIS provides potential participants with a brief summary of the study.  If they consent to participate in the study based on this information, the person consenting them will sign the emergency PIS. Full details of the study will be provided in a separate PIS which will be given to participants within 24 hours of the procedure or as soon as the participant is stable. The full PIS will ask the participant to consent to continued participation in the study.  . At first presentation the patient will be informed that they can withdraw from the study at any time with no detriment to the care they receive.
7. The Committee also queried whether all potential participants would have capacity to consent to participation in this study, especially if they were sedated prior to the catheterisation, e.g., with morphine or midazolam.  The Researcher stated that these people would not be excluded from the study because of concerns about capacity. The Committee requested that the inclusion and exclusion criteria be amended to clearly take capacity into account.
8. The Committee queried whether the COVID-19 pandemic will affect the study. The Researcher stated that the study is on hold and will resume when possible; this will have no effect on acute heart attack patients currently presenting at hospital.
9. The Committee queried whether the registry component of the study was taking place in New Zealand. The Researcher stated that it was not.

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 greater detail in the protocol with regards to inclusion/exclusion criteria that reflects the discussion of point six (6.) above.
11. Please submit an amendment indicating when it is planned for this study to resume and, in particular, advise the Committee if any changes have been made to study design.
12. Please collect ethnicity data, so that aggregated ethnicity data can be provided to future studies examining participants of health and disability research.
13. Please provide more detailed information on how potential undue influence over patients will be managed, given that the cardiologist performing the surgery will also be seeking consent for the research. Please clarify how the conversation around clinical treatment and decisions will be separated from the conversation around participation in the research project.
14. Please consider recruiting a research nurse based in the hospital emergency department to approach potential participants, to ensure that the potential participants have the maximum amount of time to make a decision about their participation.
15. Please provide New Zealand peer review of the study. 
16. Please provide the Committee with additional information to enable it to determine whether or not this is a commercially sponsored trial.  The information should include the funders’ roles, any influence funders may have over publication, and what access funders have to study data.
17. Please provide participants with an option to request that all data collected during the study (especially data collected during the catheterisation procedure and data collected post the emergency PIS but prior to the full PIS) be deleted if the participant wishes to withdraw from the study.  This will require careful consideration of the current wording of the PIS regarding sponsor access to data. 
18. Please provide the Committee with the participant diary and ensure only participant ID is used
 

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

19. Please amend (or create a version of) the full PIS to ensure that the wording uses the correct tense for participants that will have already provided verbal consent by the time they read the PIS, ie, that consent is being sought for continued participation in the study.
20. Please amend the emergency PIS to clearly and explicitly state that participation is optional, and the potential participant can say no to participation. 
21. Please amend the full PIS to include a statement about participant data being sent overseas, including a statement informing participants that data protection laws overseas may differ from New Zealand laws. Guidance on this point is contained in Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
22. Please amend the PIS to include who has access to participant data (e.g., study funders such as Radboud University Medical Centre in Nijmegen, The Netherlands, Philips Volcano Corp, Biotronik and TKI) and the independent Data Safety Monitoring Board.  
23. Consideration will need to be given to amending the compensation statement in the PIS depending upon whether or this is a commercially sponsored trial which the Committee is yet to determine. 
24. Please amend the Consent Form with specific tick-boxes for consent to ongoing follow up, to better reflect the PIS.
25. Please clarify in the PIS that participants may elect to have all data deleted upon withdrawal and amend all statements to the contrary.
26. Please amend study documentation (PIS and protocol) to clarify the processes of both clinical-decision making and randomisation of patients.
27. Please improve information about the deletion of the data in the protocol and the PIS, especially electronic versions (eg, images etc) and how it will be destroyed and by whom (and which country).

Decision 

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


· Please provide greater detail in the protocol with regards to inclusion/exclusion criteria that reflects the discussion of point six (6.) above.
· Please submit an amendment indicating when it is planned for this study to resume and, in particular, advise the Committee if any changes have been made to study design.
· Please collect ethnicity data, so that aggregated ethnicity data can be provided to future studies examining participants of health and disability research.
· Please provide more detailed information on how potential undue influence over patients will be managed, given that the cardiologist performing the surgery will also be seeking consent for the research. Please clarify how the conversation around clinical treatment and decisions will be separated from the conversation around participation in the research project.
· Please consider recruiting a research nurse based in the hospital emergency department to approach potential participants, to ensure that the potential participants have the maximum amount of time to make a decision about their participation.
· Given that many participants will have their dominant hand in a sling at the time, please provide the Committee with information on how participants will sign study documents and how any difficulties arising from this will be managed.
· Please provide New Zealand peer review of the study. 
· Please provide the Committee with additional information to enable it to determine whether or not this is a commercially sponsored trial.  The information should include the funders’ roles, any influence funders may have over publication, and what access funders have to study data.
· Please provide participants with an option to request that all data collected during the study (especially data collected during the catheterisation procedure and data collected post the emergency PIS but prior to the full PIS) be deleted if the participant wishes to withdraw from the study.  This will require careful consideration of the current wording of the PIS regarding sponsor access to data. 
· Please provide the Committee with the participant diary and ensure only participant ID is used
· Please amend the Participant Information Sheets and Consent Forms, taking into account the feedback provided by the Committee (above).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Kate Parker.
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	Ethics ref:  
	20/NTA/42 
	 

	 
	Title: 
	Analysis of Laboratory Results Patterns 
	 

	 
	Principal Investigator: 
	Mr Samuel Wong 
	 

	 
	Sponsor: 
	Precision Driven Health 
	 

	 
	Clock Start Date: 
	09 April 2020 
	 


 
Samuel Wong and Tane Taylor was present via video conference for discussion of this application.

Potential conflicts of interest

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

Rochelle Style declared a potential conflict of interest and was not part of this discussion. As quorum was upheld, the Committee decided to continue with the ethical discussion of this application.

Summary of Study

1. This research aims to demonstrate that lab results, combined with value-added personalised medical advice regarding these results, can automatically be delivered both efficiently and safely. Only the lowest risk and complexity tests are expected to be suitable for automated processing and filing. 
2. Depending upon patient preferences, and with prior approval from their doctor, the patient will receive an automated text containing their results and personalised advice. These results will also be available to the patient through their patient portal.
3. This is a precision-driven health co-funded project that aims to understand and replicate the clinical logic used in test result interpretation. The existing processes will be analysed and improved upon, with the aim of providing the patient access to their results along with personalised advice.  This will allow safer, more efficient management of lab test result processing. 
4. Normal test results will be instantly and automatically available for patients to view and will be combined with personalised medical guidance. This system can also provide a safety net for those abnormal and time sensitive results.

Summary of resolved ethical issues 

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

5. The Committee queried whether the Researcher was happy to have the minutes of this discussion open, as the request to have the discussion closed did not meet the requirements set out in the HDEC Standard Operating Procedures
6. The Committee queried what the oversight from the GP in Stages 1-3 would look like. The Researcher stated that there is no change in practice or clinical process for the GP, but some of the steps are put into the patient portal.

Summary of outstanding ethical issues

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

7. The Committee stated that the consent process should be amended to ensure that potential participants have sufficient time to decide whether they want to participate in the study, and that the consent process does not impact the small amount of time the potential participants have for their GP appointment.
8. Please amend the consent process to include one of the following (with justification):
· A “lead-in” time for the eligibility of potential participants to be determined prior to their GP appointment, to ensure that they have sufficient time to decide about participation and provide consent during their GP consultation
· Potential participants are given sufficient time after their GP appointment to decide whether they wish to participate in the study.
9. Please provide information on how exclusion criteria (patients with dementia, patients with poor mental health, patients who are victims of domestic violence) is ascertained. Please also include whether patients who have had blood tests ordered by other practitioners (e.g., a specialist, as a participant in a clinical trial) will be excluded from the study.
10. Please provide information on how a GP obtaining consent from their own patient will manage or minimise risk of coercion and potential undue influence upon their patient.
11. Please elaborate on the reasoning for identifiable participant information being made available to co-investigators.
12. Please clarify the process for the ordering GP to review the automated results before they are provided to participants, including whether there is an additional burden to participating GPs during the algorithm-building phase of the study.
13. Please clarify whether the group that monitors adverse events is independent from the study team, and whether the data they receive is identifiable.
14. Please provide evidence of consultation with Māori.

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

15. Given that potential participants will be given more time to make a decision about their participation, please provide the Committee with a more fulsome Participant Information Sheet (PIS). Please ensure that the new PIS clearly communicates to potential participants that there is no urgency for them to decide about participating as soon as they receive the PIS and ensure it is clear that there is only one main PIS for all participants.
16. Please amend the PIS to ensure that the compensation statement is based on the compensation statement found in the HDEC template PIS. Please include information describing how either ACC or commercial insurance is appropriate for this study.
17. Please remove hyperlinking from participant-facing documents, as hard copies of those documents render the hyperlinks unusable by participants.
18. Please amend the PIS to disclose any reimbursement received by those in the study, including participants, GPs, and/or GP practices.
19. Please provide a fulsome Consent Form, using the template Consent Form found on the HDEC website as a guide.
20. Please clarify in what circumstances potential participants may receive a physical PIS versus an electronic version of the PIS. Please ensure that other study documentation refers to the correct version (physical/electronic) of the PIS as appropriate to the situation.
21. Please provide clarification on what versions of the PIS pertain to what stages of the study.
22. Please ensure that the new version of the PIS includes reference to participants being randomised to different cohorts (including a control group). Please ensure there is information on how randomisation occurs.
23. Please ensure that the front page of the PIS include Sponsor information, all parties involved in the research and appropriate contact details.
24. Please ensure that all study documentation refers to participants as “participants” rather than “patients”.
25. Please ensure that the PIS clearly states who gets access to health information and/or study data, including whether data is identifiable and whether there are restrictions on who can and cannot view the data in an identifiable and de-identified form.
26. The Committee noted that the PIS states “The system may incorrectly identify an abnormal result as “normal” providing false reassurance. Our rigorous peer review process aims to learn from these mistakes and prevent them from happening in the future.” If this occurs for participants in the study please clarify how they are protected, as well as noting that retrospective review will assist with development of the tool.
27. The PIS explains the reason for sharing data with Vensa is: “All this helps us to determine your current and potential risk factors so that we can provide you with safe and appropriate information. It also helps us understand what lab results are normal for you with your existing health conditions, even if they may not be within the normal guidance range.” Please provide clarification around this statement with regard to delineating the role of Vensa and the role of the participant’s GP.
28. Please amend the PIS to include information on how participants can withdraw from the study, included how data can be removed from the study.
29. Please amend the PIS to ensure that the participant is aware of their right to access and correct data.
30. Please ensure the PIS includes information on the expected duration of participant involvement in the study, including an expected endpoint.
31. Please ensure the PIS includes information on who has access to identifiable participant information.

Decision 

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

· Study protocol, in particular:
· Informed consent process (Standards 7.3 & 7.4, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019).
· Management of potential undue influence (Standard 7.14a, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019).
· Clarification on participant exclusion criteria (Standards 9.9 & 9.22, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019).
· Data management and data safety protocols (Chapters 12 & 13, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· The role of the GP (Standards 11.23 & 11.24; table 2.2 (in particular the principles of whakapapa and mana), National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Participant Information Sheet & Consent Form (Chapter 7, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019).
· Consultation with Māori (Standard 3.7, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
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	Ethics ref:  
	20/NTA/43 
	 

	 
	Title: 
	MOGNZ: a prevalence and incidence study of Myelin Oligodendrocyte Glycoprotein antibody disease (MOGAD) in New Zealand 
	 

	 
	Principal Investigator: 
	Dr Sean Lance 
	 

	 
	Sponsor: 
	CCDHB 
	 

	 
	Clock Start Date: 
	09 April 2020 
	 


 
Sean Lance was present via video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This study aims to describe the prevalence of Myelin Oligodendrocyte Glycoprotein (MOG) antibody disease in New Zealand and to describe the demographic and clinical features of this population.
2. The design will be a retrospective cross sectional study. Cases of MOG antibody positive disease will be identified by obtaining patient’s NHI numbers and their referring clinician details (only neurologists can order the tests) for MOG positive results from LabPlus (Auckland), and CDHB Immunology Lab, the two referral sites for evaluation of NMO antibodies. Following this, relevant clinical information will be requested from the treating Physician to obtain demographic and clinical data for each patient.  

Summary of outstanding ethical issues

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

3. The Committee noted that obtaining informed consent from participants to access health information should be the default practice for research. If the Researcher does not plan to obtain consent from potential participants, a waiver of consent may be sought from an Ethics Committee in accordance with Standards 12.28 and 12.29 of the new National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
4.  As a minimum in this study, a waiver would be required to use NHIs to ascertain the relevant cohort for the research and consideration would also need to be given to the participating laboratories policies and governance with regards to releasing NHI numbers.   
5. The Committee noted that the researcher expects the relevant cohort to be approximately 50 people and so there are no practical reasons why consent could not be obtained from each participant to access their health information.  However, the researcher should consider the other criteria for waiver of consent set out in the new Standards. 
6. The Committee discussed with the researcher alternative ways in which contact with potential participants could be made (eg, through networking with neurologists and asking if they could advise potential participants of the study and provide them with a PIS and contact details for the researcher).  
7. Please amend the study protocol to include a plan for the safe and ethical governance and management of study data to comply with Chapter 12 of the new Standards and ensure that the protocol otherwise meets the requirements of the new Standards.
8. Please provide independent scientific peer review for this study.
9. . 


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 use of health data (Standards 12.28 – 12.30a, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Peer review (Standard 9.25, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Data safety and governance plan (Standard 12.14, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· A suitably detailed protocol (Standards 9.7, 9.8 NEAC 2019)
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	Ethics ref:  
	20/NTA/44 
	 

	 
	Title: 
	Comparison of early phase Amyloid PET and FDG-PET imaging 
	 

	 
	Principal Investigator: 
	Dr Campbell Le Heron 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	09 April 2020 
	 


 
Campbell Le Heron was present by video conference 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. Alzheimer’s disease, particularly at early stages and in young-onset patients (< 65), is often difficult to diagnose, with significant overlap in cognitive deficits between other dementia types and psychiatric conditions such as depression. 
2. Amyloid PET imaging has emerged as an important tool for diagnosing and excluding Alzheimer’s disease (AD), in appropriately selected people. However, the initial pattern of tracer uptake, quantified on early-phase imaging (within the first 5-10 minutes), may provide additional important diagnostic information, potentially allowing assessment of alternative diagnoses to AD in amyloid negative patients, and disease staging in amyloid positive patients. 
3. It has been proposed initial tracer uptake is strongly correlated with underlying regional brain metabolism. The study proposes to test this hypothesis by quantitatively comparing early-phase amyloid PET and FDG-PET images taken from the same patients as part of their diagnostic work-up for cognitive impairment. 
4. This research may lead to a significant change in management of patients presenting with cognitive impairment; if a strong relationship exists, it would allow assessment of multiple diagnostic possibilities via a single intervention, streamlining diagnostic work-ups and expediting direction of patients to appropriate services and treatments for their underlying problem.

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 severe the cognitive decline of the participants will be. The Researcher stated that the majority will be early on in their decline.
6. The Committee queried whether there is an equity issue around the fact that in New Zealand, FDG-PET is only available in the private sector for those with health insurance. The Researcher agreed that there is, and that if this study demonstrates that the amyloid PET gives all the same information as the FDG-PET, then paying for the private service does not benefit the health consumer in this instance.



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 queried whether those without competence to provide consent would be included in the study. The Researcher stated that they would like to include them, as there is benefit as a result of participation and the participant will have a support person present. The Committee noted that, in New Zealand, the circumstances in which a person can consent to another person’s participation in research are very limited (a person’s welfare guardian may consent to participation in a medical experiment only if it is to be conducted for the purpose of saving that person’s life or of preventing serious damage to that person’s health). If a person is not competent to make an informed choice and give informed consent, right 7(4) of the Code of Patients’ Rights provides that, amongst other things, the research must be in each individual persons’ best interests.  The Code of Patients’ Rights and the new 2019 Standards (Chapter 5) also require supported decision-making.  
8. The researcher agreed that, the study in its current form will only include participants who are able to consent for themselves. Please amend the protocol accordingly. 
9. The Committee stated that, if the researcher wishes to approach potential participants who are not able to consent for themselves, a Post-Approval Amendment should be submitted to HDEC for review, outlining the best-interests argument for including these people and ways in which they may be supported in decision-making.
10. Please amend the protocol to include a plan for the management, governance and storage of study data to comply with the requirements of Chapter 12 of the 2019 Standards.

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

11. Please review the Participant Information Sheet (PIS) and ensure that it communicated information in the simplest, most lay-friendly language possible and that it includes all relevant sections referred to in the template available from the HDEC website.  Similarly, with the consent form. 
12. The Committee stated that if is to be used for future unspecified research (FUR), it should be communicated in a separate section of the PIS or in a separate PIS. Please refer to the HDEC template, found on the HDEC website, for more information.  Please also ensure that the data FUR PIS and associated documentation (Including the protocol) comply with the data FUR sections in the 2019 Standards.
13. The Committee stated that if study data is to be banked and made available for other researchers, then the PIS should be amended to state this. If the data is to be banked for FUR, then the PIS for FUR should also include information on this.  Please also ensure that all PISs and study documentation comply with the relevant sections of the 2019 Standards regarding databanking.
14. Please amend the Consent Form, , removing the data collection in respect of ethnicity.
15. Please amend the section of the PIS on determining capacity of potential participants to deal with issues specific to patients with dementia.

Decision 

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


· Please amend the study protocol to ensure that the proposed study complies with the requirements for obtaining informed consent noted in Right 7(4) of The Code of Patients’ Rights and Chapter 5 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019) (see point 7 above).
· The Committee stated that, if the researcher wishes to approach potential participants who are not able to consent for themselves, a Post-Approval Amendment should be submitted to HDEC for review, outlining the best-interests argument for including these people and ways in which they may be supported in decision-making.
· Please amend the protocol to include a plan for the management, governance and storage of study data to comply with the requirements of Chapter 12 of the 2019 Standards.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above)

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Professor Graham Mellsop.
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	Ethics ref:  
	20/NTA/45 
	 

	 
	Title: 
	The CELF-P3 Research Project 
	 

	 
	Principal Investigator: 
	Ms Claudia Squire 
	 

	 
	Sponsor: 
	Pearson Australia Group 
	 

	 
	Clock Start Date: 
	09 April 2020 
	 


 
Nicki Joshua and Hannah Cruickshank were present by video conference 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 project aims to conduct a cultural/language adaptation and standardisation of the Clinical Evaluation of Language Fundamentals Preschool, Third Edition (CELF-P3) [US version] and establish the norms, psychometric properties, and validity of this test for the Australian and New Zealand population. 
2. Participants will comprise of approximately 350 children aged 3 years 0 months to 6 years 11 months recruited from across Australia and New Zealand. The sample will be representative of the population of each country, according to census data. 
3. Special group samples of children who have been diagnosed with a hearing impairment (n = 20) will be collected to establish concurrent validity. All participants will complete the CELF-P3A&NZ test in a single session with an experienced Examiner. 
4. A small sub-group of participants will take part in a telehealth validity study (n = 30). These participants will complete the CELF-P3A&NZ via real-time video conferencing with an Examiner, rather than in person. 
5. Additional evidence of convergent validity will be provided by evaluating the relationships between the CELF-P3A&NZ and both prior (CELF-P2A&NZ) and parallel (CELF-5A&NZ) versions of the test. To do this, a subset of participants will complete a follow-up assessment using the CELF-P2A&NZ (n = 30) or CELF-5A&NZ (n = 30). 
6. As the CELF-P3 was originally developed in the United States, adapting and standardising the tool and providing normative data for Australian and New Zealand will maximise clinical utility and minimise cultural bias. 
7. Data from the hearing-impaired special group study and the CELF-P2A&NZ, CELF-5A&NZ, and telehealth validity studies will provide evidence in support of the uses and interpretation of the CELF-P3A&NZ. Data from this project will be published in the CELF-P3A&NZ manual.

Summary of outstanding ethical issues

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

8. Please ensure that the study CI is New Zealand based with appropriate and relevant research experience and has appropriate resources, in accordance with Standards 9.23 and 9.24 of the 2019 Standards. This is important as this individual is responsible for the research project in New Zealand and the institution that they belong to will act as the locality.
9. The Committee stated that if a child has language issues then they will be referred to a specialist that that this will be discussed with Pearson; this is in conflict with the examiners obligations to confidentiality and needs to be addressed.
10. Please clarify the procedures involved in the pre-screening process, including who will be administering prescreening assessments, who will have access to records and data and what information from prescreening will go to the Sponsor before participants have consented.
11. Please provide an up to date study insurance certificate for this commercially sponsored study which is relevant to the NZ context.
12. Please provide a detailed data governance and management plan for all data to comply with Chapter 12 of the 2019 Standards.  In particular, and non-exhaustively, please consider privacy issues from 
· (1) the use of Survey Monkey and the fact that data will be held on servers in the United States, Luxembourg and Australia; 
· (2) the amount of access the Sponsor will have to identifiable data (including reports about children an Examiner considers may be experiencing issues with their language ability and Examiner’s posting results and notes of assessments to the Sponsor and access to identifiable data from Home Environment Questionnaire (HEQ)) and justify why and what protections are in place for participant confidentiality and privacy protection (for example, de-identifying data and how that will be achieved); and   
· (3) how the tele-health component of the study will be undertaken and what confidentiality and privacy measure taken and whether sessions will be recorded and how and when audio will be destroyed by Examiners.
13. Please provide justification as to how not intending to specifically recruit Māori participants is beneficial to the scientific validity of this study, given that the study results are intended to be representative of the New Zealand population.
14. Please provide review from a statistician on whether the current New Zealand sample size can be justifiably referred to as representative of the New Zealand population.
15. Please provide information on whether examiners will enter the homes of participants, and what the safety protocols for those examiners are.
16. Please provide a copy of the CERF-P3 for HDEC review.
17. Please provide information on the examiners and demonstrate how the CI will ensure that examiners are appropriate individuals to administer the CERF-P3 for this research including whether Examiners will provide confidentiality undertakings and how participant confidentiality will be maintained. Please also address how the reimbursement plan for examiners will affect the risk of undue influence being placed upon potential participants and their families.
18. Please amend study timelines to accommodate COVID-19 restrictions.
19. The PIS states that individual results will not be provided to participants’ parents,  However, for those children referred to a specialist, it would appear that their test results may be relied upon ((at least by the Examiner and then by the specialist).  Please consider whether these test results could be made available to parents, taking into account the fact that if the CERF P3 results are not provided to the specialist, the child may be disadvantaged by being unable to repeat the CERF for a period of time and having to undertake a different test.  Consider also and amend as required statements made in study documentation (eg, the protocol) that no individual data will be analysed.
20. Please refer to the National Ethical Standards for Health and Disability Research and Quality Improvement (National Ethical Advisory Committee, 2019) and the template protocol and Participant Information Sheets found on the HDEC website for further information on what needs to be communicated to participants and reviewers with regards to data, safety and the requirement to obtain informed consent for various age groups in New Zealand.
21. Please provide all advertisements for the Committee’s consideration prior to use including those for social media page/groups, websites, blogs, e-newsletters, emailing lists, online notice boards,

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

22. Please amend the PIS to clearly state what identifiable data will be seen by the Sponsor and why, and what other people will have access to identifiable data and why.  Please also include clear explanations of what data will be de-identified and who will have access to it and why.
23. Please amend the PIS to include information on data being held in different countries and  include a statement that privacy protections in other countries may be different to those offered in NZ and that there may be no NZ representation on overseas organisations which make decisions about data use. 
24. Please amend the PIS and Consent Forms to ensure that it is tailored to New Zealand participants, including (but not limited to) the removal of reference to Australian institutions and professional bodies when there are New Zealand counterparts to these organisations. Please refer to the HDEC template documents, found on the HDEC website, for more information.
25. Please amend language in the PIS to differentiate questionnaire responses (referred to as test data) from the child’s data (also referred to as test data) and provide more accurate descriptions of the HEQ which should be described as such, rather than simply as a “parent questionnaire” – the HEQ is probing and asks uncomfortable questions (acknowledged in the PIS).
26. Please amend page 6 of the PIS to include that New Zealand HDECs may access data.
27. Please amend the sections in the PIS regarding the future use of data to comply with Standard 7.57 of the 2019 Standards. 
28. Please ensure the HEQ is relevant for the NZ context and consider issues around parents’ privacy and confidentiality, including whether parents should be given a unique identifying study number.

Decision 

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

· Study protocol, in particular: 
· Management of potential undue influence on participants and defining the roles of all parties involved in the research (Standards 11.23 & 11.24; table 2.2 (in particular the principles of whakapapa and mana), National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Data safety and governance plan (Standard 12.14, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Participant privacy and confidentiality (table 7.1, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Participant Information Sheet & Consent Form (Chapter 7, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019).
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	Ethics ref:  
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	Title: 
	Electric fences to treat arrhythmia 
	 

	 
	Principal Investigator: 
	Dr Martin Stiles 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	09 April 2020 
	 


 
Dr Martin Stiles was present by video conference 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. There are anecdotal reports of patients with atrial fibrillation (AF)  'self-administering' shocks from electric fences to revert AF to normal rhythm. 
2. The Researchers believe there to be no reason that shocks from an electric fence would have any effect on the heart. The fences are designed not to interfere with heart rhythm, otherwise they would pose a risk to livestock, farmers and the public. 
3. Consented patients will receive a shock from an electric fence unit while they are under anaesthetic for cardioversion, prior to Researchers delivering a Standard of Care defibrillator shock.


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 pursuing this research project sends fringe communities the message that scientists are willing to take their claims seriously and spend resources on them. The Researcher responded that they believe that, if a claim can be easily disproved, then it should be to maintain the integrity of other evidence-based practices.
5. The Committee queried how potential participants will be identified. The Researcher stated that they will be identified from clinical referrals for cardioversion.
6. The Committee queried what protections are available to the participant in case something goes wrong. The Researcher stated that, due to the location in which the procedure occurs in the hospital, participants are in the best possible environment for resuscitation outside of the Intensive Care Unit.
7. The Committee queried whether findings from this study could be used to improve clinical practice. The Researcher stated that the procedure was well researched and optimised, therefore the results of this study were unlikely to result in any improvements to clinical practice.
8.  The Committee queried whether the proposed research is compliant with the Code of Patients’ Rights, specifically whether the right to service of reasonable care and skill is being upheld. The Researcher responded that the fence shocks are not untested and technical skill required for the procedure is minimal. Additionally, the electric fence unit being used has been shown to be safe in a non-medical setting.



Summary of outstanding ethical issues

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

9. Please provide a fulsome protocol for the proposed study.
10. Please ensure that the protocol includes review of the study design from a statistician.
11. Please ensure that the protocol includes procedures for safety reviews and follow-up, including the oversight present during the procedure.
12. Please ensure that the protocol includes a review of all available scientific literature (even if it is not specifically health literature, e.g. published safety literature on the product) that examines this topic and uses this review to further inform the rationale behind this project.
13. Please ensure inclusion/exclusion criteria are included in the protocol.
14. Please provide evidence of independent scientific peer review (especially in relation to the safety of administering fence shock), and any actions taken by the Researcher as a result of comments made in the peer review.
15. Please obtain a Universal Trial Number for this study.
16. Please ensure information on data protections and storage is included in study documentation in compliance with Chapter 12 of the 2019 Standards.
17. Please provide evidence of consultation with Māori (obtained through DHB Research office).
18. Please collect ethnicity data.
19. The Committee stated that the risk of undue influence on potential participants should be considered by the Researcher; this could be managed by ensuring that consent, recruitment and procedure are handled by separate people. Study documentation should be amended to reflect this consideration.
20. Please ensure that there is an exclusion applied to those receiving cardioversion in emergency settings.

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

21. Please ensure that the PIS contains a statement on the availability of compensation from ACC; this statement can be found in the HDEC template PIS.
22. Please amend the PIS to include more information on what privacy and confidentiality is afforded to participants.
23. Please amend the Consent Form to ensure that optional tick boxes are present only for truly optional parts of the research.
24. Please ensure that the PIS clearly states there is no benefit to the participant from participating in this study.
25. Please amend the PIS to state that potential participants are invited to participate in research, rather than “chosen”.
26. Please amend the PIS to acknowledge that if the electric fence unit is effective then there is a risk of stroke and potential harm from subsequent cardioversion. Please ensure that the PIS and protocol address this risk and balance it against the potential benefits of the study.
27. The Committee asked whether there is a risk of cumulative effect from receiving a shock from the electric fence unit and then the defibrillator. The Researcher stated that there is some evidence to suggest sensitisation in cardioversion, if the first shock administered by the defibrillator is unsuccessful. The Committee stated that this risk should be addressed, including how it will be managed/minimised in the risks/benefits section of the PIS and also in the protocol.

Decision 


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

· Study Protocol, in particular: 
· Consideration of the risks and benefits of research (Chapter 8, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Management of potential undue influence on participants (Standards 11.23 & 11.24; table 2.2 (in particular the principles of whakapapa and mana), National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Data safety and governance plan (Standard 12.14, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Independent Scientific Peer review (Standard 9.25, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019)
· Consultation with Māori (Chapter 3, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019).
· Participant Information Sheet & Consent Form (Chapter 7, National Ethical Standards for Health and Disability Research and Quality Improvement; NEAC, 2019).


 

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:
	19 May 2020

	Meeting venue:
	TBC




3. Problem with Last Minutes

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


The meeting closed at 5:00pm
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