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	Committee: 
	
	Northern A Health and Disability Ethics Committee 

	Meeting date: 
	
	15 October 2019 

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


 
	Time 
	Item of business 

	1:00pm 
	Welcome 

	1:05pm 
	Committee business (CLOSED) 

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

	1:30 – 1:55 
1:55 – 2:20 
2:20 – 2:45 
2:45 – 3:10 
3:10 – 3:35 
3:35 – 4:00 
4:00 – 4:25 
4:25 – 4:50 
4:50 – 5:15 
	 i 19/NTA/135  ii 19/NTA/137  iii 19/NTA/140  iv 19/NTA/141  v 19/NTA/142  vi 19/NTA/147  vii 19/NTA/149  viii 19/NTA/150  ix 19/NTA/151 

	5:15pm 
	Meeting ends 


 
 
	Member Name   
	Member Category   
	Appointed   
	Term Expires   
	Apologies?   

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

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

	Dr Kate Parker  
	Non-lay (observational studies)  
	11/11/2015  
	11/11/2018  
	Present  

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

	A/Prof Manuka Henare  
	Lay (consumer/community perspectives)  
	19/03/2019  
	19/03/2022  
	Present  

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

   
The Chair opened the meeting at 1:30pm 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 September 2019 will be included in the agenda of the 19 November 2019 meeting. 
 
 

New applications  

 
 
 1   	Ethics ref:   	19/NTA/135  
  	Title:  	LOVIT  
  	Principal Investigator:  	Dr Shay McGuinness  
  	Sponsor:  	  
  	Clock Start Date:  	19 September 2019  
  
Dr Shay McGuinness and Dr Rachael Park were present by teleconference for discussion of this application, and Catherine [unsure of last name] was present in person. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
No potential conflicts of interest related to this application were declared by any member. 
 
Summary of Study 
 
1. The study investigates the use of intra-venous vitamin C, compared with placebo, in Intensive Care Unit patients admitted for sepsis.  Hospital policy is that Vitamin C can only be used in clinical trials.  
2. The study takes the form of a randomized controlled trial, with the primary outcome reduced mortality. 
3. There have been a number of small trials that have suggested a benefit of intra-venous vitamin C, which have led to three larger studies, including the present study. 
 
Summary of resolved ethical issues  
 
The main ethical issues considered by the Committee and addressed by the Researcher are as follows. 
 
4. The Committee noted that, as the study involves ICU patients who will be unable to give informed consent, right 7(4) of the Code requires that the intervention be in an individual participant’s best interests. The PIS implies this by referring to the medication as 
“potentially lifesaving”, and yet by virtue of conducting the study that benefit cannot be known. The Committee asked whether the Researcher believed the benefit to be probable. The Researcher confirmed that while the benefit is not known, they do believe that it is probable. The Committee noted the Researcher’s written statement supplied in their cover letter: “We are aware of our legal responsibilities in relation to providing treatment to patients who are not able to give informed consent and this study will be conducted in accordance with New Zealand law. We will only enrol participants in this study where the treating clinician considers that study treatment is in the patient’s best interests”.  Furthermore, they expressed their reassurance in virtue of the table explaining participant’s consent to continued participation and data usage provided in the covering letter. The Committee agreed that this was sufficient to believe that the research would be allowed under right 7(4) of the Code. 
5. The Committee asked if the blood samples being taken are routine, standard of care samples. The Researchers confirmed that, and explained that while the protocol specifies them being done on certain days, for ICU patients they will be done anyway. They further explained that although the protocol details tissue biomarkers being taken overseas, this will not be done from New Zealand. 
6. The Committee asked for clarification on the consent process. The Researchers confirmed that most participants would not be able to provide fully informed consent due to their severe illness or cognitive function being impaired, and would therefore be enrolled under right 7(4) provisions and then be asked to consent to continuing participation once they are able to do so. 
7. The Committee asked about the data safety monitoring arrangements. The Researchers explained that a DSMC has been set up in Canada. 
8. The Committee asked whether the Researchers would be able to pull NZ data out of the data stored in Canada. The Researchers confirmed that they will have access to the NZ data separately from the pooled data. 
9. The Committee enquired as to whether the study is sponsor or investigator initiated. The Researchers clarified that it is investigator initiated, that Lotte & John Hecht Memorial Foundation is the funding agency, but that they have no control over the study and that data is not reported to them. The Committee asked that the Foundation be mentioned in the PIS as well as its major objectives, as some participants might object to the nature of the work it is supporting, i.e. the investigation and support of complementary and alternative medicine.  
10. The Committee asked whether the eight hospitals involved in this study all follow the same table of scenarios for dealing with continued participation in the research and continued use of participant data, which the Researchers confirmed. The Committee commended the Researchers table as being a useful guide but noted that, as experience with these trials increases and an understanding of the nuances of the issues matures, some aspects of the table require amendment.  The Committee noted the development of the scenarios was an iterative one and suggested that it would be useful if the table of scenarios could be brought back to the Committee and refined over time with version numbers for tracking and reference.  
11. The Researchers confirmed that the pharmacokinetic study won’t be performed in NZ. 
12. The Committee asked whether any of the study information will be submitted to the ANZ ICS, to which the Researchers responded that no data would be submitted aside from that submitted as part of standard care. 
 
Summary of outstanding ethical issues 
 
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows. 
 
13. The Committee asked to be provided with a protocol or addendum letter that provides information specifically for the New Zealand arm of the study. It should not include any information that does not apply in New Zealand (e.g. the pharmacokinetic study) and the documentation about “patients with G6PD” needs to be tidied up for inconsistencies. The documentation should include an updated start date. Clarify whether the consent forms will encompass permission to collect alternate contacts information in NZ (not currently included in the uploaded CFs). 
14. The Committee noted that information would be sent offshore, and requested specific information about the security and governance of that data at McMaster University, Ontario, Canada.  
 
The Committee requested the following changes to the Participant Information Sheet and Consent Forms. These apply to all PIS/CFs unless otherwise specified:  
 
15. Include a section in the PIS to update participants on any new information arising during the course of the study. This is particularly relevant given results are pending in a completed small trial (n=170) of high dose intravenous vitamin C monotherapy for sepsisrelated acute respiratory distress syndrome. 
 
Decision  
 
This application was provisionally approved by consensus, subject to the following information being received: 
 
16. Please provide a protocol written for the New Zealand arm of the study. 
17. Please provide specific information about the security protection of data sent offshore. 
18. Please amend the information sheet and consent forms, 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 Assoc Prof Manuka Henare and Dr Karen Bartholomew.

 
	 2   
	Ethics ref:   
	19/NTA/137  

	  
	Title:  
	A prospective investigation of timelines to diagnosis for New Zealand AYA cancer patients.   

	  
	Principal Investigator:  
	Heidi Watson  

	  
	Sponsor:  
	AYA Cancer Network Aotearoa  

	  
	Clock Start Date:  
	03 October 2019  


  
Dr Tristan Pettit was present by teleconference for discussion of this application. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
No potential conflicts of interest related to this application were declared by any member. 
 
Summary of Study 
 
1. Longer timelines to diagnosis for Adolescent and Young Adult (AYA) cancer patients is commonly linked to advance-stage diagnosis and poorer outcomes of survival. The main area of intervention to prevent this is cancer awareness programmes, which are annually done in NZ. There is a lot of money spent on them, but not a lot of data to support their effectiveness. There has previously been research which looked at timelines to diagnosis in a retrospective fashion, and showed that the AYA patients did have a longer time to diagnosis than paediatric patients. The cause for the delay to diagnosis is not known. 
2. This prospective study, supported by the AYA Cancer Network Aotearoa, aims to investigate timelines to diagnosis for NZ AYA cancer patients across the whole country, with enrolment over three years to ensure a large sample size. Patient follow up will be for a minimum 2 years, with the study closing after a total of 5 years. Informed consent will be obtained soon after diagnosis by AYA keyworkers. A short questionnaire (2 questions) and existing database analysis will enable data collection. Outcome data will be collected (e.g. relapse, mortality), including the collection of date of diagnosis and date of first treatment from the NZ Cancer Register, Faster Cancer Treatment and the AYA Keyworker database. Analysis will be undertaken to investigate association with time to diagnosis. The dataset will be compared to similar data from age matched cohorts from other countries. National analysis will also be undertaken to highlight areas where targeted interventions are required. It is anticipated that this project will provide an important addition to the international AYA cancer literature on this subject. 
 
Summary of resolved ethical issues  
 
The main ethical issues considered by the Committee and addressed by the Researcher are as follows. 
 
3. The Committee queried whether the Researchers will be looking at progression-free survival or overall survival in the follow up. The Researcher clarified that they will be looking at both event-free survival and overall survival.  
4. The Committee asked if questions relating to the factors behind time to referral could be added to the questionnaire of the national AYA cancer dataset that is being developed. The Researcher explained that the national AYA dataset will not be developed until 3 years’ time, and will only then be rolled out. They also stressed the desire to keep those questions simple to ensure that AYA Keyworkers remain on board, and (in the present study) to utilise the large amount of information currently available internationally.  
5. The Committee enquired about how data security would be maintained in collecting data and sending it overseas. The Researcher responded that two investigators will enter the data and de-identify it with a unique study code stored on a password-protected document.  
 
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 asked whether a two-year follow up would be enough, to which the Researcher clarified that the follow up is primarily for feasibility, some participants would be followed up for 2 years and other for up to 5 depending on when they were enrolled, but that the Researchers would be open to extending the follow-up period if they did not have statistically robust information. The Committee asked whether that would be done by seeking HDEC approval for an extension study. The Researcher agreed that it would be considered, although it would be dependent on whether funding is obtained. The Committee noted that censoring the data at a specific point would ensure comparability, and suggested seeking further statistical advice on this point.  
7. The Committee asked whether the recruitment targets/overall study numbers were informed by statistical consultation, for example the determination of how many events (EFS or overall survival or both) are sought and how many patients this would equate to when making comparisons (eg by region/provider as proposed). The Researcher confirmed that some statistical consultation had been undertaken with other researchers, but that the previous South Island study provided statistically significant results with 200 patients. The Committee expressed concern that the protocol did not show that epidemiological/ statistical consultation had assured that this question could be answered. The Researcher agreed to assess the statistical validity of the recruitment target for the study.  
8. The Committee sought further information about the role of AYA Keyworkers in the study. For example, will the AYA keyworker have access to notes? If yes, then how will confidentiality be protected? 
9. The Committee noted that the intent of the proposal to examine what may be driving differences in time to referral could not be adequately answered by the self-reported two questions, as that information (such as PHO enrolment, whether the participant has a regular GP, number of primary care visits etc.) is not being collected. The Committee stated that this could be a missed opportunity, and further expressed their concern that without measuring confounding variables the results may be seen to imply either GP responsibility or potentially patient blame for decreased survival, and thereby be stigmatising. The Committee requested that processes for how to manage this situation be outlined in the protocol.  
10. The Researcher responded that they wished to minimise participant burden, and that the study is intended to establish a basic data set so that, if demographic differences are found, that will be a basis to mine more deeply into those factors. The intention is therefore to create a reason for looking into this research topic even further by looking at just those metrics that have existing international data to compare to. The Committee asked for further information on the consideration of confounding factors in the statistical review. 
11. The Committee suggested that the study be split into two, with one study being an audit of the national data set with the questions around time to referral included, and the other being a prospective consented study of the factors explaining that.  
The Researcher agreed to consider that option, but would first consult on the statistical feasibility of keeping the two aims together in one study, and then re-submit an ethics application. 
12. The Committee asked how bias, arising from some AYA cancer patients not providing consent, would be dealt with. The researcher explained that this will be factored into the statistical analysis. The Committee sought further information on how this was being undertaken in the analyses. 
 
The Committee requested the following changes to the Participant Information Sheets and 
Consent Forms, proposing that, due to the meeting’s time constraints, additional minor changes required to the PISCFs would not be discussed during the meeting but would be outlined in a letter to the Researchers. The Researchers accepted this situation.  
 
13. The main PIS covers in good detail what data is collected. However, please include diagnostics (staging and disease type) in the description. While not essential, perhaps identify the cancer databases.  
14. PIS for participants 16+:  
· Please add ‘breach of privacy’ as a risk. 
· What are my rights – add in right access their own data and right of correction . 
15. The main PIS covers in good detail what data is collected. However, please include diagnostics (staging and disease type) in the description. While not essential, perhaps identify the cancer databases.  
16. CF for 16+: The body of the PIS says that data to the point of withdrawal will be deleted but the CF makes that optional. Documentation should be consistent please. This applies to all PISCFs.  
17. PISCF – 15-year olds:  
· Same amendments as required to the 16+ PIS – e.g. rights of access and correction, include risk of breach of privacy etc.  
· In addition, please amend the sentence that health information generated in this study will be stored for 10 years. – needs to be 10 years after the child turns 16.  
18. PISCF for persons interested:  
· The issue about capacity to consent is more nuanced than the following statement would suggest: “Because your child is under the legal age of consent (16 years) we are seeking your consent and your child’s assent (agreement).” It is suggested to remove the words ‘legal age of consent’ and substitute with ‘because your child is under 16 and may not have the maturity to understand the issues involved with this research and be able to consent to participating in it, we are seeking your consent.  
 
Decision  
 
This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards: 
 
· The Guidelines indicate that a protocol should include a statistical plan indicating the rationale for the number of participants involved. Such a rationale is important to ensure that the proposal’s objectives can reasonably be expected to be achieved (Ethical Guidelines for Observational Studies paragraphs 5.7 and 5.9). 
· The study design must minimise risk of harm. The Committee felt that the current design may cause some cancer patients to blame themselves in response to the questions asked: a safety plan is required to minimise that harm (Ethical Guidelines for Observational Studies paragraphs 5.5). 
 
 
 3   	Ethics ref:   	19/NTA/140  
  	Title:  	Discontinuing nucleos(t)ide analogue therapy for chronic 
hepatitis B with the aim of achieving HBsAg seroconversion    	Principal Investigator:  	Dr Tien Huey Lim  
  	Sponsor:  	  
  	Clock Start Date:  	03 October 2019  
 
Dr Paras Garg was present by teleconference for discussion of this application. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
No potential conflicts of interest related to this application were declared by any member. 
 
Ms Christine Crooks declared a potential conflict of interest. The Committee decided that the member would be allowed to remain in the meeting room but that she would take no part in the discussion or decision relating to that item of business.  
 
Summary of Study 
 
1. This study aims to determine whether a selected subset of patients with chronic hepatitis B will be able to safely stop taking their antiviral medications long term, and whether this might increase the functional cure rates from hepatitis B. Stopping the medicines will often enable the immune system to start recognising the virus again after it has been suppressed for a long time, and recent international studies have shown that it can increase the functional cure rates in patients with low levels of HBsAg at baseline.  
2. Based on previous Committee feedback there will now be 2 randomised study groups: one group will continue the usual antiviral treatment with the usual monitoring. The second group will be the group that stops taking the antiviral treatment, and will be closely monitored – it is anticipated that more than 50% of patients will be able to safely stop, but some patients may need to go back on the antiviral treatment if the liver tests flare up and they are still not successful with achieving a functional cure. Blood tests will be carried out at certain time points to look at the way the immune system is reacting to the virus to see whether there are any predictors for participants who are going to flare or for participants who are going to achieve a functional cure.  
3. At the end of 1 year the results of this small pilot study will be analysed. 
 
Summary of resolved ethical issues  
 
The main ethical issues considered by the Committee and addressed by the Researcher are as follows. 
 
4. The Committee noted that the Researchers had applied for extra funding, and asked whether that is for the optional genomics study, and whether that sub-study would not run without the funding. The Researcher confirmed that the extra funding was for the optional genomics sub-study, that it is uncertain whether it would be possible without the extra funding, but that they are optimistic that the funding will be secured.  
 
Summary of outstanding ethical issues 
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The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows. 
 
5. The Committee noted that the Protocol is very light (main and sub studies) and does not contain expected information, particularly for an RCT design. 
6. The Committee enquired as to how the number of 20 patients in each arm of the study was decided on. The Researcher explained that this number was recommended by a statistician as a sufficiently large sample size to get a significant result. The Committee stated that full statistical power assessment and rationale is required in the protocol. 
7. The Committee noted that the peer reviewers for the study requested information and changes on several points which had not been made, and that updated peer review on the new trial design was also required.  o One point discussed was the request for more specific information on the timeline of the project. The Researcher explained that although a full analysis of the results will be conducted one year after the end of the study (at 5 years), the protocol notes that a preliminary analysis would be made one year after the start of the study The Researcher thought they would look at the data about then. If there is to be a planned interim analysis then the loss of power would need to be accounted for in the statistical advice. The Committee asked that this be detailed in the protocol. 
8. The Committee urged the Researcher to seek advice on study design, from either Prof Ed Gane, one of the peer reviewers, or other colleagues.  
9. The Committee asked for confirmation as to whether the Auckland Liver Research unit, where the samples will be stored, is a registered biobank and provide details of its governance. 
10. The Committee noted that the Researchers have referred to the study as a pilot study in the protocol, however the study questions regard efficacy, which is not typical of a pilot. Again the committee encouraged the researcher to seek advice on appropriate study design and appropriate endpoints.  
 
The Committee requested the following changes to the Participant Information Sheets and 
Consent Forms, proposing that, due to the meeting’s time constraints, additional minor changes required to the PISCFs would not be discussed during the meeting but would be outlined in a letter to the Researchers. The Researchers accepted this situation  
 
11. Please proof-read the PIS, removing any unnecessary technical language to make it appropriate for a lay reader. (e.g. functional cure, spontaneous clearance, “transient elevation in your liver tests”) 
12. Page 3: there is reference to the study protocol. Please explain or remove the relevant point, as participants cannot see the protocol. 
13. Page 4: correct if we are unable to contact the patient” to “if we are unable to contact you”. 
14. Page 5: under ‘benefits’, please make it very clear that participants may not receive any benefit. 
15. Page 5:  
· The risk section is quite brief. Participants need to be fully informed, so even risks of less than 1% need to be included. Please elaborate. 
· Please explain what a Fibroscan is and what the risks are. 
16. The PIS and consent form should be consistent. Please amend the following points for consistency: 
· The consent form provides the option to keep the participant’s data in the study or not if they withdraw from the study. In the PIS it says that this is non-optional. 
· Informing a participant’s GP of their involvement should not be optional in the consent form, consistent with the PIS. 
· Incidental findings/abnormal results are mentioned in the consent form but not the PIS, please elaborate.  
17. Optional genomic PIS: Please provide a more detailed explanation of the sub-study than that it is for understanding the nature of the participant’s disease and immunological response etc. Much greater specificity is included in other documentation which should be included in the sub-study PIS – for example the sub-study PIS should note that the only analysis being undertaken is the HLA class I restricted CD8+ T cell responses to C and P peptides to predict functional cure and that the samples will not be used for any other genomic research. “Once the HLA class 1 typing is complete the sample will be destroyed by incineration.”  
18. The Committee asked whether the Researchers have one study in mind or whether they may also wish to use samples for future unspecified research. The Researcher clarified that the genomic study would be connected to the main study, as it would help to find participants  who are more likely to have a flare. Again, this is not clear in the documentation. o The Committee asked that a protocol be written for the sub-study, and that the PIS make any connection to the main study clear.  
 
Decision  
 
This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards: 
 
· The Guidelines indicate that a protocol should include a statistical plan indicating the rationale for the number of participants involved. (Ethical Guidelines for Observational Studies paragraphs 5.7) 
· The Guidelines require that studies receive adequate peer review. As the study design had been changed significantly since the previous HDEC application was made, the Committee is not satisfied that the study in its current form has received adequate review. Furthermore, the Committee was not satisfied that the issues/questions raised in the previous peer review had been adequately addressed by the Researchers. (Ethical 
Guidelines for Observational Studies paragraphs 5.8) 
· The Guidelines indicate that informed consent should be sought from participants, and requires an adequate understanding of relevant information. Please revise the participant information sheet and consent form to include all relevant information, along with the other suggestions made by the Committee.  (Ethical Guidelines for Intervention Studies para 6.11) 
· The Guidelines state that peer review is the process by which an applicant can assure an HDEC that a proposal has an appropriate degree of scientific merit, feasibility and likelihood of impact. As not all aspects of the peer-review had been incorporated into the study protocol, the Committee did not feel assured of the scientific merit and feasibility of the project (Ethical Guidelines for Observational Studies appendix) 
 
 
	 4   
	Ethics ref:   
	19/NTA/141  

	  
	Title:  
	GastroIntestinal dysFunction in criTical illness(GIFT):Gut BiOmarker(BOx)study    

	  
	Principal Investigator:  
	Ms Varsha Asrani  

	  
	Sponsor:  
	University of Auckland  

	  
	Clock Start Date:  
	03 October 2019  


  
 Ms Varsha Asrani was present in person for discussion of this application. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
No potential conflicts of interest related to this application were declared by any member. 
 
Summary of Study 
 
1. The gut currently has no assessment which is validated (no scoring tool for predicting outcomes). The proposed research intends to develop and validate a novel ‘gut dysfunction scoring tool’ relevant to patients with critical illness. The tool should offer the opportunity for early detection of GDF, help avoid invasive surgical procedures, and assist nutritional and fluid management. 
2. The study will test the usefulness of gut biomarkers, by taking blood tests from eligible participants, and the electrical activity of the stomach and/or small bowel using an electrogastrogram.  
3. This will be a single-centre feasibility pilot project that will inform a bigger trial in the future. 
 
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 whether the gut dysfunction scoring tool could be tested in a patient group other than ICU patients, given that it is a novel tool and ICU patients are particularly vulnerable. The Researcher explained that the tool to be tested is a predictive tool, and that one of the key patient outcomes it is hoped to predict is gut-failure. As ICU patients are especially heterogeneous and high-risk for gut failure, they are a very suitable group for testing the tool. 
5. The Committee asked about supervision given that the proposed trial is in an ICU setting with vulnerable participants. The Researcher explained that formal meetings would be had once a month, but that it had also recently been confirmed that additional supervision including by Dr Colin McArthur would now be available. The Committee noted had extensive research experience in ICU trials. 
 
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 that the Electroencephalogram that will be used has 66 electrodes – and asked whether using it might be difficult. The Researcher stated that she had not personally used it but that they will be referring to the results of another currently ongoing 
pilot study to inform their use of this device. The Committee was concerned that the device was complex, has not yet been trialled on patients particularly in the ICU setting, and that information about the device could not therefore be clearly articulated in the PIS. The Committee sought assurance from the Researcher about how this would be managed, for example waiting until the pilot was complete.  
7. The Committee noted that the primary ethical issue was that the study involved a reasonably invasive observational study on non-consenting ICU patients (a future study may be interventional if the results of the tool were used to change clinical care to examine the effect on a clinical outcome). The Committee was particularly concerned that the Researcher was not aware of any of the ethical issues around research with nonconsensual participants, or the provisions and limitations of Right 7(4) in this setting. The Committee discussed the various aspects of these limitations and noted the restrictions on observations studies in this regard. The Committee strongly recommended seeking advice, particularly from Dr Colin McArthur who had recently joined the team and has extensive experience.   
8. While the Committee understood the rationale for the potential benefit for future seriously ill patients, they queried whether it was best to undertake the research with this nonconsenting cohort first, and whether it would be possible to recruit consenting ICU patients. The Researcher responded that it would be possible to get consent from some 
patients, as some will be off sedation, however one inclusion criterion is to be intravenously fed. It was also noted that narrowing the participant population to a specific group of ICE patients could create bias. The Committee requested further consideration about participant vulnerability and undertaking the research with the least vulnerable. 
9. Please explain how the assessment and identity of clinicians collecting data will be managed.  
 
The Committee requested the following changes to the Participant Information Sheets and 
Consent Forms, proposing that, due to the meeting’s time constraints, additional minor changes required to the PISCFs would not be discussed during the meeting but would be outlined in a letter to the Researchers. The Researchers accepted this situation  
 
 
10. Please state that this study is for a PhD and that it is a pilot. 
11. The Committee asked what clinical data will be collected from patient records. The Researcher explained that the demographic characteristics, medical and surgical profile of patients will be collected. The Protocol also refers to the 90 day discharge information, ICU mortality, infectious episodes and mechanical ventilation, clinical parameters and a 24 hour ICU record. The Committee asked that lay friendly description of the broader extent of data collected be put in the PIS. 
 
Decision  
 
This application was provisionally approved by consensus, subject to the following information being received: 
 
12. Please provide a cover letter justifying why less vulnerable patients will not be selected for this study, or otherwise amend the protocol so as to include a less vulnerable population. 
13. Furthermore, please amend the protocol so as to only include and recruit those patients who are able to give full and informed consent as the Committee noted that nonconsensual participants cannot be included in the study as presented. 
14. The Committee is concerned about the lack of understanding of the legal and ethical regulations in making this application, and wishes to see in the response that the applicant is advised and supported by experienced clinicians. 
15. Please amend the information sheet and consent forms, 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 Assoc Prof Mānuka Henare and Dr Karen Bartholomew. 
 
 

 
 5   	Ethics ref:   	19/NTA/142  
  	Title:  	Being a teenager can be stressful. Does being kinder to 
yourself increase coping?    	Principal Investigator:  	Mrs Amanda Helen Smith  
  	Sponsor:  	  
  	Clock Start Date:  	03 October 2019  
 
Amanda Helen Smith was present in person and Jackie Feather attended by teleconference for discussion of this application. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
No potential conflicts of interest related to this application were declared by any member. 
 
Summary of Study 
 
1. This study was previously declined by the Southern HDEC, and changes have since been made to the study design. 
2. The project is a feasibility, mixed-methods study aiming to recruit 24 participants. The study will build on the Making Friends with Yourself (MFY) pilot study, and utilize a mixedmethods design consistent with that study to extend the existing literature by adding evidence to the effectiveness of the MFY programme to guide the prevention and treatment of mild psychopathology. It will be the first evaluation of a self-compassion focused intervention for adolescents struggling with mild psychopathology in a New Zealand context, within mainstream schools. 
 
Summary of resolved ethical issues  
 
The main ethical issues considered by the Committee and addressed by the Researcher are as follows. 
 
3. In the documentation the researchers described it as a stepped-wedge design but, after discussion with the Committee, described it as a quasi-experimental study, and confirmed that it is an overseas-designed intervention being applied in the New Zealand setting.  
4. The Committee noted that although parental consent is not strictly required if participants demonstrate the capacity to provide fully informed consent, if participants are coming to a community hall after hours to participate in the research, parents are likely to want to know what their children are doing.  For this reason, the researchers should consider ways in which parents can be made aware of the research.   The Committee noted that where students do not demonstrate the ability to fully understand the study, parental consent will be required. The researcher explained that they will only be including those students who demonstrate a full capacity to consent. The Committee requested that the study documentation, including the protocol, be amended to reflect the fact that there is no rigid rule about the age of consent and it must be determined on a case-by-case basis.  For young people who have the capacity to understand the research, parental consent is not required. For those young people who do not have the capacity to understand the research, they can only assent and parental consent is required for their participation in the research.  
 
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 asked for clarification about the study design. The Researcher explained that the study is not a RCT, but will instead look at trends in effectiveness: whether selfcompassion increases over the course of the programme, and whether stress/anxiety decreases, as well as qualitative feedback from the students on the acceptability of the programme. Having agreed that the study is not an RCT, the Committee noted that there is mention of controls in some of the documentation. The Researchers explained the study has a before:after design, such that the participants will act as their own controls. The Committee expressed their support for that design, but stated that it needs to be made clear in the protocol. It was discussed with the Researcher that efficacy claims would need an RCT design, and that reconsideration of the objectives of the study and appropriate designs to achieve those objectives would be valuable, including simplification of the design. For example, would an evaluation design be more appropriate? 
6. The Committee asked about HealthWest and its role in the study. The Researcher explained that HealthWest is a NGO healthcare provider in mental health. The study will be offered as an option to participants, who would then be referred to Mrs Amanda Smith, who is also contracted with HealthWest. The Committee raised the conflict of interest in Mrs Smith acting as both participant’s clinician and as a researcher. The Researchers suggested that a research nurse could recruit participants at Health West, and Mrs Smith could offer the intervention only. 
7. The Committee enquired about how participants will be screened and by whom.  The Researcher explained that potential participants will be given a patient health questionnaire, a generalized anxiety scale, and a self-compassion scale. If young people have been referred from school guidance councillors, the researcher will go to the school and do those screens with the students. If the participant comes through HealthWest, then HealthWest will do the screening in their clinic. The Researcher explained that the selfcompassion scale is not for screening or diagnostic purposes, but the patient-health questionnaire is a diagnostic scale. This research will look to recruit those students on the mild end of the scale (having symptoms of depression/anxiety, but not a diagnosis). The Committee noted that further consideration of the timing of consent and screening or diagnostic tools needs to be given. 
The Committee noted that the three questionnaires to be given during the original 15minute interview included both eligibility questions as well as those intended to establish baseline measurements of anxiety, mental health and self-compassion. They stated that participants would need to be consented before these baseline measurements were taken – data from these measurements cannot be taken until after enrolment in the research. 
8. The Committee asked about how the schools would be contacted by the Researchers. The Researcher explained that she already works with various schools and has an established relationship with them. The Committee stated that, despite this, a formal process would be needed to get the schools involved, for example by engaging with the School’s Principal and Board of Trustees and documented information sheets and approvals, as a greater level of rigour is required for a trial compared with clinical practice. 
9. The Committee asked which participants would go to a community hall for the intervention. The Researcher explained that where only a few students are interested in the study, they would be moved to a school hall after school hours. The Committee stated that a safety protocol would be needed for that as well as a procedure for making sure that parents are notified.  
10. The Committee noted the general complexity in working with schools, and suggested that a self-referral design (e.g. through Health West or by having advertisements in the schools) may reduce that complexity and the ethical risks that are involved. The Researchers explained that recruiting through the schools had been originally suggested as a way to boost participant numbers. 
 
The Committee requested the following changes to the Participant Information Sheets and 
Consent Forms, proposing that, due to the meeting’s time constraints, additional minor changes required to the PISCFs would not be discussed during the meeting but would be outlined in a letter to the Researchers. The Researchers accepted this situation 
 
Decision  
 
This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards: 
 
· Conflicts of interest should be disclosed to relevant parties, and where appropriate should be avoidable. The Committee felt that by both working for HealthWest and by recruiting participants, the CI was conflating here role as a clinician and as a researcher and would have a conflict of interest that is avoidable (for example, by recruiting through HealthWest and self-referral via advertisements at schools; Ethical Guidelines for Intervention Studies paragraph 42.1).  
· The Guidelines state that “The purposes of consent are normally best served by decisionmaking that occurs prior to a participant’s inclusion in a study.” As conducting interviews for the purpose of data collection is a study process, consent should be given prior to the interviews (Ethical Guidelines for Intervention Studies paragraph 6.16). 
· The Guidelines state that “the amount of detail in the written protocol and the extent of protocol review processes should be sufficient to ensure appropriate conduct of the study and to cover the level of risk the study presents to participants.” The Committee felt that detail regarding how schools will be contacted and informed about the study, as well as a safety protocol for the community hall and the procedure for notifying parents were required to meet this standard. Furthermore, greater clarity regarding the study design is required (Ethical Guidelines for Intervention Studies paragraph 5.41). 
· The Guidelines indicate that the study design should be the one best suited to answer the study question, while minimising harm, maximising benefit and meeting other ethical standards. Committee felt that there was insufficient clarity to be sure that the study design was the best design to address the study objectives (Ethical Guidelines for Intervention Studies paragraph 5.4). 
 	  
 
 
 6   	Ethics ref:   	19/NTA/147  
  	Title:  	Psychological impacts of the Mosque attacks  
  	Principal Investigator:  	Associate Professor Caroline Bell  
  	Sponsor:  	University of Otago  
  	Clock Start Date:  	04 October 2019  
  
Prof Richard Porter and Dr Ruqayya Sulaiman-Hill were present by teleconference for discussion of this application. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
Manuka Henare declared a potential conflict of interest, and the Committee decided to allow the member to remain in the meeting room and take a full part in the discussion and decision relating to that item of business. 
 
Summary of Study 
 
1. This research intends to recruit 600 participants (250 survivors and first-degree relatives and spouses of those who died or were present at the shootings) to consider the long-term effects of the mosque attacks on the mental and physical health of those people most directly affected. A variety of measures will be used to assess social, psychological, and spiritual factors. Anyone who is identified as needing inputs or treatment will be supported to access appropriate services.  
2. The present application concerns the effects of the mosque attacks between 8 and 12 months since the attacks, however the intention is for a longitudinal study. Due to possible bias in recruitment, the researchers are aiming to recruit as many individuals as possible, as well as to do so in a culturally appropriate way. This will be achieved by having members of the study team from the Muslim community. A letter of support for the research has also been received from the President of the Muslim Association of Canterbury and Chair of the Canterbury Muslim Community   
3. The research involves a 2-hour face-to-face series of questionnaires and clinical interview. 
Specific components of the research include:  
1. by a Muslim research team member and a specialist mental health nurse  
2. a large number of specified questionnaires including mental and physical health, support networks, religious coping methods and some general questions about the participant and their family.  
3. a clinical interview where the nurse researcher will ask some questions about how the participant has been coping since the attacks and any symptoms s/he might have. 4.If consented, a comparison of the the number of times the participant saw a doctor or other health provider before and after the 15th March (this will only be the number of times visited a doctor or health provider and will not show the reason for the visit).  
5. Agreement to further contact from the research team about future studies looking into the longer-term impact of the 15 March attacks (currently thought to be at 2.5 and 5 years post event). This research is planned to be the start of a longitudinal study. 
 
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 how the Researchers will use their own networks in recruitment. The Researchers explained that they won’t be contacting victims directly, but will make information available in the mosques, from support workers, and available online. They will only approach individuals if they express an interest/contact the research team directly. 
5. The Committee asked how possible coercion that may arise by contacting individuals through the community will be managed. The Researchers explained that the information they provide will make clear that there is no obligation to take part. They further stated that it will be translated into 6 languages. 
6. The Committee asked how the interviewers who will assist in collecting information will be recruited. The Researchers explained that there are a lot of very skilled people in the community who are unemployed, and who have the necessary background and research skills. Some individuals, who have been employed by CDHB, as emotional support staff to the mosque attack victims, will also be approached. The Researchers will want one person from each of the language groups, and some will also be current support workers. Potential or perceived conflicts of interest relating to known members of the community will be identified and managed by the research team. 
7. The Committee asked for clarification on the nature of the interviews. The Researchers explained that there are a number of questionnaires, the MINI (a neuropsychiatric interview), and a number of semi-structured (semi-qualitative) questions. Those questions will not be taped, but what is said will be written down by the interviewer. They further explained that the questions were short so as to reduce participant burden.  
8. The Committee enquired as to what time period was intended for the longitudinal part of the study. The Researchers stated that they intend to collect further data at 2 and 5 years after the present study, and will consider extending that indefinitely.  
9. The Committee asked what time period of information would be accessed through NHI numbers. The Researchers explained that the will look at health data over a 1.5 year period prior to the event and for 1.5 years afterwards. The period after that follow up will be extended in subsequent ethics applications.  
10. The Committee asked whether participants who are referred would be able to get help in a timely manner. The Researchers explained that victims of the mosque shooting are prioritised and given rapid assessment.  
11. The Committee asked why the Researchers were not including participants under 18 years of age. The Researchers explained that the data would be too different, and that they intend to apply for a second study on that age group 
 
 
Summary of outstanding ethical issues 
 
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows. 
 
12. The Committee noted that while the Researchers had assured the Committee that participants’ data will be kept anonymous, this cohort is a very identifiable group of people. 
They asked how the Researchers will make sure that results are not identifiable. The Researchers stated that only average results will be reported, which will not identify individuals. The Committee requested an explanation in the response letter for how the Researchers will protect confidentiality. The Committee suggested that the Reference Group could review the presentation of the research results before they are published to reduce any risk of stigma. 
13. The Committee also noted the important point raised by one of the peer reviewers about the possibility of pathologising on perceived deficits in coping, and asked the researchers to take this into consideration. 
14. The Committee noted that the protocol is very light. Please add safety plans and detail which specific questions might lead to referral, and where participants would be referred to. 
15. The Researchers explained that the interviews will be conducted by a lay interviewer as well as a psychologist/research nurse, who will be able to assess whether participants meet pre-defined criteria requiring referral. The Committee asked that this be detailed in the protocol. 
 
The Committee requested the following changes to the Participant Information Sheet and Consent Form, proposing that, due to the meeting’s time constraints, additional minor changes required to the PISCF would not be discussed during the meeting but would be outlined in a letter to the Researchers. The Researchers accepted this situation.   
 
11. The advertisement: amend where relevant as noted for the PIS because this advertisement is very similar (e.g. make it clear this is part of an intended longitudinal study, it is to make a clinical diagnosis, confidentiality issues, privacy breach, etc). 
Consider whether the use of the term “mental health disorders” may be overly negative. 
12. Please make clear what information you will be collecting, how long the GP visit data will be accessed for (1.5 years before and after), what you will have access to, and make specific what requests will be made to the GP.  
13. Please state if some answers to the interview questions might lead to a participant being referred to a health practitioner, and if so to whom. Highlight that diagnostic tools are being used in the research and what kind of diagnoses are possible .  
14. Please make the longitudinal nature of the study, and the intention to obtain funding to extend it, clear and up-front in the PIS. Please state the intended timeline. 
15. Please add the right to not answer questions, for the return of results (specify whether the participant can request individual results or the overall study results), and the right of correction (correction of data given). 
16. Please use the standard census question for the collection of ethnicity data. 
17. Please add the potential risk of breach of privacy. 
18. Are the $50-$100 vouchers being offered? (form p.3.3.1) Please include this in the PIS. 
 
Decision  
 
This application was provisionally approved by consensus, subject to the following information being received: 
 
· Please ask your reference group to look at how you will present the results in a way that will reduce any risk of stigma. 
· Please amend the protocol:  
· add safety plans and detail which specific questions might lead to referral, and where patients would be referred to. 
· explain that the interviews will be conducted by a lay interviewer as well as a psychologist/research nurse, who may be able to offer a diagnosis depending on the participant’s answers. 
· Please amend the information sheet and consent forms, 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 Karen Bartholomew. 
 
 
 7   	Ethics ref:   	19/NTA/149  
  	Title:  	Physiological measures after PSF  
  	Principal Investigator:  	Dr Kelly Jones  
  	Sponsor:  	Auckland University of Technology  
  	Clock Start Date:  	04 October 2019  
  
Dr Kelly Jones was present by teleconference for discussion of this application. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
No potential conflicts of interest related to this application were declared by any member. 
 
Summary of Study 
 
1. This is a sub-study of the Fatigue After STroke Educational Recovery Trial (FASTER; HDEC reference 18/CEN/279 that has been fully approved by the Committee). This substudy (N = 40) will assess objective measures of cognitive and physical fatigue in a subset of existing participants from the FASTER study as follows:  
1) How does the intervention delivered in the related FASTER study impact objective measures of cognitive fatigue at 6-weeks and 3-months post-intervention?  
2) How does the intervention delivered in the related FASTER study impact objective measures of physical fatigue at 6-weeks and 3-months post-intervention?  
2. There are two interventions in the sub-study:  
1). wearing an EEG cap and doing some computer-based exercises for 4 hours, on three separate occasions: (i) prior to attending a FASTER group session; (ii) at 6 weeks post first group session; and (iii) 3 months post first group session; and  2) performing a hand grip strength test.  
 
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 the 4-hour sessions may feel long for someone with fatigue. The Researchers explained that there will be set breaks and refreshments, and that they will be able to see in the data when a participant is fatiguing and then remove them from the exercise if they are too exhausted. 
4. The Committee asked whether the evidence of peer review provided was specific to this sub-study, or for the main study. The Researcher clarified that it was for the main study but included the sub-study. 
5. The Committee asked about the tests. The Researcher explained that the tests will look at objective measures of fatigue, including physical fatigue by squeezing a handynometer, and mental fatigue using computer-based tasks, asking participants to look for visual stimuli. 
6. The Committee asked whether the Researchers developed the tests, to which the Researchers stated they did not, and that they are freely available. 
7. The Committee asked about the pilot that was run with the EEG – the Researcher clarified that the pilot didn’t include the EEG component, and was just to determine what computerbased tests were acceptable for people with fatigue. 
8. The Committee noted that some questions seem to be subjective, and asked whether they are appropriate, given that the sub-study aims to assess objective measures of fatigue. 
The Researcher confirmed that four questions do measure subjective variables, in relation to the computer-based tasks, but that the remainder of the questions are objective measures.  The documentation should be amended to reflect that. 
9. The Committee asked why Dr Helen Gaeta is called the Laboratory Lead rather than an investigator. The Researcher clarified that Dr Gaeta is not a named investigator in the FASTER trial, but is in this sub-study. 
 
 The Committee requested the following changes to the Participant Information Sheet and 
Consent Form, proposing that, due to the meeting’s time constraints, additional minor changes required to the PISCF would not be discussed during the meeting but would be outlined in a letter to the Researchers. The Researchers accepted this situation.   
 
10. The Committee noted that the PIS mentions that the participant’s GP will be contacted if required, and that it also mentions calling 111 and contacting the Crisis Assessment Team if participants are thought to be in immediate danger of harm. They asked how likely the Researchers believe this to be. The Researchers responded that it is very unlikely, and that it was included in the PIS because it was in the PIS for the main trial. The Committee requested that it be removed for the sub-study because it is not a real risk in the sub-study and might alarm people unnecessarily. 
11. Please copy the cultural issues regarding the use of the headcap that you mentioned in your application into the PIS, and add that setting up the EEG will take some time. 
12. Page 3: please make clear that the participant may not directly benefit from participation. 
13. Reimbursement: different amounts are stated in the protocol and PIS, please correct this. 
14. The Committee asked that statements in the consent form be reflected in the PIS:  
o the option to withdraw data is not consistent with the statements made in the PIS which says data will be kept after withdrawal - please remedy for consistency. 
15. Page 4, under “what happens to my information”: it states that “your information will be examined by anybody who takes part in the study”. The Committee stated that this is too broad-brushed, and asked that more specific information be given about who will look at the data and whether it will be identifiable.  
16. Please update the advocacy email to advocacy@advocacy.org.nz 
 
Decision  
 
This application was approved by consensus, subject to the following non-standard conditions: 
 
• 	Please amend the information sheet and consent forms, taking into account the suggestions made by the committee.
 
 8   	Ethics ref:   	19/NTA/150  
  	Title:  	A community group for older adults with loneliness  
  	Principal Investigator:  	Dr Gary Cheung  
  	Sponsor:  	University of Auckland  
  	Clock Start Date:  	04 October 2019  
  
Dr Gary Cheung was present in person for discussion of this application. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
No potential conflicts of interest related to this application were declared by any member. 
 
Summary of Study 
 
1. This is a feasibility study which will inform a full study investigating the benefits of a community based psychosocial group treatment for older adults with loneliness. It will involve two Age Concern groups (Auckland and Dunedin – 64 participants). It is hoped that the treatment will improve loneliness and health outcomes in older adults.  
2. The principle methodology is to find out the feasibility of recruiting older adults through Age Concern ; training and supervision of group facilitators to deliver the group treatment; participants’ adherence and drop-out rates; and costs. Participants will be randomised to the psychosocial intervention or to treatment as usual which is an Accredited Visitor Service (AVS).  
(i) Psychosocial group intervention: Two trained facilitators (an Age Concern staff and a volunteer) facilitate each group which has 6-8 participants. The group meets for 3 hours once a week for 12 weeks (a total of 12 group meetings). The psychosocial group intervention has four main components: a. group interpersonal psychotherapy, b. creative art activities, c. mindfulness practice/exercise, d. informal social interaction.  
(ii) Treatment as usual: Age Concern’s AVS. An accredited visitor will visit the participants at their home for about an hour per week for 12 weeks. The AVS is a befriending service that provides regular visits to older people who would like more company. Accredited visitors are volunteers who are keen to spend time with an older adult to enjoy conversation and shared interests and activities.  
 
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 how participants will be recruited into the study using interRAI.  The Researcher explained that interRAI is part of the feasibility study. In this present study they will only recruit through Age Concern. 
4. The Committee asked about the screening assessments – what will they comprise and who will conduct them. The Researcher explained that a person’s  eligibility will be determined by the fact that they’re on the Aged Concern waiting list – the Aged Concern staff will approach those patients and will give those who are interested the PIS, and follow up with phone call/email to see if they are interested in participating. If they confirm their interest the screening will then be done by the research assistant. 
5. The Committee noted that the screening is quite extensive, and asked whether  that will occur before or after people are given the PIS. The Researcher explained that the Age Concern staff will offer all people the PIS, and the research assistant will do the MOCA screening questionnaires after consenting. The Committee requested that this be outlined in the PIS. 
6. The Committee asked why the feedback meeting needs to be audio recorded. The Researcher explained that the feedback will be done in the group, and that participants will not be required to fill out a feed-back form. The rest of the session will not be recorded. 
7. The Committee asked what sources the Researchers are expecting to extract health data from, to which the Researcher answered that health information would only be extracted from participants. 
8. The Committee asked how data about medications would be gathered. The Researcher confirmed that it would be done by self-reporting, and explained that this is fairly reliable as older people usually have their medications with them. 
9. The Committee asked noted that the Researchers are using the WHOQOL NZ group questionnaire, and asked whether data would be sent back to that group. The Researcher responded that they did not plan to do so. 
 
Summary of outstanding ethical issues 
 
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows. 
 
10. The Committee stated that they would like to see more information in the protocol about data protection. Please include the steps you will take to protect the data, to prevent unauthorised access, as well as who will have access and how it will be de-identified.  For example, the  PIS says only researchers will have access to the results but will Age Concern also have access to it?    
11. The Committee noted that sensitive issues will be discussed during the Group session, including sharing experience of how loneliness has affected the person. However, no privacy issues arising from the Group context are mentioned anywhere in the documentation. Please remedy this in the PIS as well as the protocol. 
 
The Committee requested the following changes to the Participant Information Sheet and Consent Form, proposing that, due to the meeting’s time constraints, additional minor changes required to the PISCF would not be discussed during the meeting but would be outlined in a letter to the Researchers. The Researchers accepted this situation.   
12. Please outline the screening process in the PIS (outlining the different kinds of questions they may be asked), and make clear that people may not be eligible for the study.  
13. Will the potential participants understand what ‘psychosocial’ means (page 2). 
14. It is respectful to tell people what tests and questionnaires they will undertake, especially since the MoCA assesses competence and also because some of the questions are quite sensitive  - please include details in the PIS andstate that some questions might be upsetting. 
15. Please explain what will happen to the participant’s data if they withdraw. 
16. Please provide further details about how deidentified study data will be used to inform future studiesincluding what kind of future studies, who will have access to the data and where the data will be stored.    
17. Please add Māori contact numbers for the different regions. 
18. Please explain why physiological and health information is needed.  
 
Decision  
 
This application was provisionally approved by consensus, subject to the following information being received: 
 
· Please include the steps you will take to protect the data, to prevent unauthorised access, as well as who will have access and how it will be de-identified.  
· Please upload the home-visit safety protocol. 
· Please upload the breathing exercises diary, and ensure that there are no participant identifiers. 
· Please amend the information sheet and consent forms, 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 Rochelle Style and Dr Karen Bartholomew. 
 

 
 9   	Ethics ref:   	19/NTA/151  
  	Title:  	EpiNet case control study of SUDEP  
  	Principal Investigator:  	Dr Peter Bergin  
  	Sponsor:  	Auckland City Hospital  
  	Clock Start Date:  	03 October 2019  
  
Erica Beilharz was present in person for discussion of this application. 
 
Potential conflicts of interest 
 
The Chair asked members to declare any potential conflicts of interest related to this application. 
 
Rochelle declared a potential conflict of interest and removed herself from the room for the discussion of this application. 
 
Summary of Study 
 
1. The previously approved study was an incident study, counting the cases of SUDEP in NZ. This is a related study, but differs in that it is a case-control study in NZ and internationally. It is proposed to interview relatives of persons who have died from SUDEP, and a large number of control subjects in different categories: subjects matched by age and gender to the deceased; a proxy of the control subject and a relative or spouse of the control. Only those people who die of SUDEP and are in a pre-defined cohort will be included. If someone with epilepsy within that cohort dies, they will become a case, and controls within that cohort will be sought. Much of the information collected is the same as the incidence study, however there is well defined additional questions for the CCS. Families will be asked about the circumstances around death, their epilepsy treatment, sleeping habits and so on, as well as health-related questions. The controls will be asked the same questions, but instead of asking about sleeping habits on the night of death they will ask about a random pre-selected night. 
2. Because the cohorts are pre-defined, all patients with epilepsy are known (via a clinical registry) allowing those suitable as controls to be easily found.  
3. The number of NZ participants intended is 800 (200 in the first category, of persons who have died from SUDEP). The aim is the identification of risk factors for SUDEP 
 
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 whether people consent to go on Epinet. The Researcher stated that they do not, but that they would probably not be surprised to being contacted as they know that their doctors have access to their records. 
5. The Committee asked how participants will be contacted. The Researcher explained that for the cases, they will be approached by either the coroner or the patient’s doctor. If they express interest, then they will be sent the PIS. If the contact suggested another next of kin, then they would be asked to contact that person and send them the PIS. The Committee asked whether there will be a cover letter with it when it goes to the participants, which the Researcher confirmed. 
Regarding the controls, the Researchers stated that they would only find out by being mailed a PIS, without forewarning. If they do not know about SUDEP, they might start worrying about it. The Researchers would send the letter and follow up with a phone call, and would explain that they’re looking at the differences between those who died and controls. It will not be possible to completely prevent people from worrying about it. 
6. The Committee noted that the questionnaires take quite a long time to administer. The Researchers confirmed they would take around 20 minutes, and that they will tell the participants that they don’t need to do it all at once, and can stop whenever they want.  
7. The Committee asked whether New Zealand is the study centre (where data will be stored), which the Researcher confirmed. 
8. The Committee asked how data security will be managed. the Researcher explained that it is run by Enigma, and that the data is only open to people with the passwords. For overseas organisations there is a pseudonymised system, meaning that only that person’s doctor can view the patient’s information in an identifiable form. The Committee requested more information in the protocol on how the data is protected, especially internationally.  
9. The Committee asked whether the doctor contacting potential participants will be the GP or another doctor. The Researcher explained that it would be whichever doctor knows the family well.  
10. The Committee expressed concern that mentioning SUDEP to the 8-12 age group might cause distress, and asked that the Researchers consult as to whether that is appropriate.  
11. Please make clear in the PIS documents for the different age groups whether only the parents will be interviewed, or whether the children will be invited to the interviews as well.  
12. The Committee asked how participants would return the consent form. The Researcher explained that they could send it back by post, or could be consented verbally and that this would be documented. 
 
Summary of outstanding ethical issues 
 
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows. 
 
1. The Committee asked whether the Researchers have a distress management protocol, which the Researcher explained they are developing. The Committee asked for this to be included in the protocol, as well as a researcher safety protocol (for psychological distress). 
2. The Committee asked how data security will be managed. The Researcher explained that it is run by Enigma, and that the data is only open to people with the passwords. For overseas organisations there is a pseudonymised system, meaning that only that person’s doctor can view the patient’s information in an identifiable form. The Committee requested more information in the protocol on how the data is protected, especially internationally.  
3. The Committee asked whether the Researchers would be collecting ethnicity, and stated that in New Zealand it must be collected using the census. Other countries may use whatever is standard there. 
4. The Committee noted the complexity of if a participant is a minor in a foster home or guardianship arrangmeents and suggested clarification of consenting. 
5. The Committee asked whether the Researchers are intending on keeping information from the cases on Epinet. The Researcher confirmed that they were, including the interviews which may be done by the parent. The Committee asked that it be made clear that the interview information would be stored, in what form, how it would be protected and who would have access to it.  
 
The Committee requested the following changes to the Participant Information Sheet and Consent Forms:  
 
6. Please give the different PIS versions lay titles to ensure they are easily identifiable, and that inadvertent distress is not caused by the wrong form to the wrong participant cohort. 
7. Explain when data will be destroyed. 
8. Please make clear how the case interview information will be stored, in what form, how it will be protected and who will have access to it. 
9. The Committee noted that there is some information being sought about a brain scan for FUR, and being sent to the US. That needs to be kept completely separate, with separate consent, information about the study and where it’s going. The Committee suggested that it may be simpler to remove that part of the study or submit as an amendment.  
10. If a koha is to be provided for participants, please include this in each PIS. 
 
Decision  
 
This application was provisionally approved by consensus, subject to the following information being received: 
 
· Please add more information in the protocol on how the data will be protected, especially internationally 
· Please write a consent section for the protocol, to make all of the consent processes clear. 
· Please add a distress management protocol to the study protocol. 
· Please add a researcher safety protocol to the study protocol. 
 
This following information will be reviewed, and a final decision made on the application, by Ms Catherine Garvey and Ms Christine Crooks.

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 November 2019 

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


 
 
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 5:30pm. 
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