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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	16 June 2020

	Meeting venue:
	Via videoconference



	Time
	Item of business

	1:00pm
	Welcome

	
	Confirmation of minutes of meeting of 19 May 2020

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

	1:30pm
1:55pm
2:20pm
2:45pm
3:10pm
3:25pm
3:50pm
4:15pm
4:40pm
	 i 20/NTA/86 (Helen & Kate)
 ii 20/NTA/87 (Rochelle & Sotera)
 iii 20/NTA/93 (Catherine & Karen)
 iv 20/NTA/89 (Helen & Michael)
Break
 v 20/NTA/90 (Catherine & Christine)
 vi 20/NTA/91 (Helen & Kate)
 vii 20/NTA/92 (Rochelle & Michael)
 viii 20/NTA/88 (Catherine & Sotera)

	5:30pm
	General business:
Noting section

	5:30pm
	Meeting ends

	Time
	Item of business

	1:00pm
	Welcome

	
	Confirmation of minutes of meeting of 19 May 2020

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




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

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

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

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

	[bookmark: _Hlk43796516]Mrs Helen Walker 
	 
	 
	 
	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 
	 


 

Welcome
 

The Chair opened the meeting at 1:30pm and welcomed Committee members, noting that apologies had been received from Mrs Kate O'Connor.

The Chair noted that it would be necessary to co-opt one member of other HDECs in accordance with the Standard Operating Procedures. Mrs Helen Walker confirmed her eligibility, and was co-opted by the Secretariat as acting Chair of the Committee for the duration of the meeting.

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 May 19 2020 were confirmed.


[bookmark: _Hlk44080488]
New applications 

[bookmark: _Hlk44080470]
	 1  
	Ethics ref:  
	20/NTA/86 
	 

	 
	Title: 
	Nebulization of manuka honey 
	 

	 
	Principal Investigator: 
	Dr Chris McMahon 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	04 June 2020 
	 


 
Dr Chris McMahon was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

It was requested that this study be reviewed at a closed meeting.



	 2  
	Ethics ref:  
	20/NTA/87 
	 

	 
	Title: 
	The EFEMORAL I Clinical Investigation 
	 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 
	 

	 
	Sponsor: 
	Efemoral Medical, Inc. 
	 

	 
	Clock Start Date: 
	05 June 2020 
	 


 
Ms Elleni Takele and A/Prof Andrew Holden was present via videoconference for discussion of this application.

Potential conflicts of interest

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

Christine Crooks declared a potential conflict of interest and the Committee decided that she would remain present but would not participate in the discussion of the application.

Summary of Study

1. This is a first in human trial of a high risk (class III) Efemoral Vascular Scaffold System (EVSS) for the treatment of patients with symptomatic peripheral vascular disease from stenosis or occlusion of the femoropopliteal artery. The study device is a Bioresorbable vascular scaffolds (BVS), intended to resorb into the body after a period of time, but providing support to the artery after angioplasty and eliminating some of the problems associated with permanent stenting such as neointimal hyperplasia (NH) and restenosis over time. The device is coated with the drug Sirolimus. The safety and performance of the device will be evaluated
2. Drug-eluting BVS are not yet commercially available. 
3. Participants will be followed up for 36 months post procedure.

Summary of resolved ethical issues 

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

4. The Committee complemented the Researchers on their high quality PISCF.
5. The Committee stated that the peer-reviewer’s report was helpful and of high quality. The Committee stated that an ISO standard requirement is needed to compare the study documentation against, which is being sought from the Secretariat.
6. The Committee noted that there was device-migration in some of the animal studies, and asked if this poses a potential risk. The Researchers stated that the animal model had limitations in that the device was implanted in the iliac artery . An arthro-sclerotic diseased artery does not facilitate any subsequent dilation. It is thought that a healthy elastic iliac artery in an animal narrows during treatment and may dilate, meaning that a balloon-expandable stent does not have enough friction force to allow slight migration.  
The Researchers do not expect this to be an issue in femoral arteries in humans, and believe this to be a problem with the model rather than the device design. The Committee asked if it is possible to run the animal study in the femoral artery. The Researchers stated that as the animals often lie down, the device often becomes crushed. The Committee acknowledged this limitation in testing, and asked if a sentinel-type staged approach would be appropriate. The Researchers explained that a staged recruitment is intended, whereby one or two participants will be trialled first followed by a pause of a month to assess if there are any safety issues.
7. The Committee noted a comment by the peer reviewer on the invasiveness of the procedure. The Researchers explained that the type of procedure is similar, in terms of the invasiveness, to the alternative treatment offered as part of standard care. The main difference in treatment that is invasive is the angiogram given at the 6-month follow up.
8. The Committee asked about the impact that this study may have on hospital resources, which are still strained following the COVID-19 restrictions. The Researchers stated that waiting times at their hospital have now dropped down to near pre-COVID-19 levels, and the first intervention would not begin for another six months. 
9. The Committee noted that the CI is supervising a large number of studies, and queried the CI’s capacity to provide oversight over that number of studies. The Researchers stated that the research team has expanded over time, and that they plan their workload ahead to manage it. Due to the increasing number of trials available they are focusing on the most innovative first-in-human trials, such as the present one. 
10. The Committee asked whether knee-joint movement would stimulate internal proliferation (hyperplasia) due to the absorption of the drug-coated femoral scaffold. The Researchers explained that with a balloon-expandable stent, there is no on-going outward force on the artery, so less internal proliferation. The Researchers further confirmed that an anti-proliferatory drug would only be on the scaffold, rather than administered by any other means.
11. The Committee asked about various methodological issues, but was assured by the researchers there were no significant safety issues. 
12. The Committee asked whether, in the case of re-narrowing of the artery, it is intended to re-insert the scaffold. The Researchers explained that in the event of re-narrowing, participants would be transferred to standard of care treatment.
13. The Committee stated that the study cannot be stopped for commercial reasons.

Summary of outstanding ethical issues

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

14. The Committee expressed concern about the use of bilateral lesions, and asked if the treatment of only one lesion might result in the safety assessment being masked by the untreated lesion. The Researchers explained that as standard of care both limbs would not usually be treated at the same time, but rather the worst limb would be treated first to make the treatment more manageable for the patient. The second limb will be treated later if the first one has shown improvement. The Committee asked for this information to be explained in the study protocol.

The Committee congratulated the Researchers on a well put-together Participant Information Sheet and Consent Form. The Committee requested the following changes to the Form: 

15. Please Avoid using the term ‘anonymous’ (e.g. in the statement: The data collected for the reporting of the study will be made anonymous”).
16. Please refrain from using the word ‘extensive’ in the following statement when only 5 pigs were used with the actual device coated with Sirolimus: “the study sponsor, has conducted extensive testing with the study device, using both animals and bench top models”
17. Please do not use the word ‘doctor’ in the absence of also using the word “study’ (i.e., “Study Doctor”) because otherwise the researcher/clinician conflation is highlighted. Please check the whole PIS for this terminology but especially on page 3
18. Page 3: is the use of the word ‘stent’ in the following phrases correct? It may be misleading given the device has been described as a ‘scaffold’ and also as a device “Once the stent is in the right part of the narrowing, it will be expanded through inflation of a balloon, pushing the scaffold open to touch the vessel walls.” “After the stent has been placed in the narrowing of your leg …” 
19. In the risks table on page 5 please refer to some of the big risks discussed in the IB and protocol– e.g., device migration and there appears to be nothing about Sirolimus.
20. Please include a template contraception statement 
21. Please include, in the Confidentiality section the following:
· European Regulatory agencies
· overseas data warning statement which currently only appears in the CF (i.e., privacy protections in other countries may be different to those offered in New Zealand and that there may be no New Zealand representation on overseas organisations which make decisions about data use. 
· what happens to data upon withdrawal.
· Sponsor affiliates and subsidiaries - if it is intended that data will be shared with subsidiaries and affiliates, please say so and describe how extensive they are in terms of number and general location  
22. Please add into the PIS (it’s in the CF) that GP will be advised of participation in the study – this is NOT optional in a first in human study. 
23. Please add into the PIS about incidental findings
Include in the CF agreement to a sponsor rep being present during the procedure. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.
· Please amend the study protocol, 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 Sotera Catapang.


	8  
	Ethics ref:  
	20/NTA/93 
	 

	 
	Title: 
	Nasal high flow therapy in bronchiectasis 
	 

	 
	Principal Investigator: 
	Dr Paul Dawkins 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	05 June 2020 
	 


 
Dr Paul Dawkins and Dr Conroy Wong were present via videoconference for discussion of this application.

Potential conflicts of interest

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

Dr Karen Bartholomew, Ms Rochelle Style and Dr Kate Parker declared potential conflicts of interest, and the Committee decided that they would remain present but would not vote on the decision of the application.

Summary of Study

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

Summary of resolved ethical issues 

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

9. The Committee noted that the InfoSmart sheet does refer to patient notes and other identifiable details. The Researchers explained that identifiable information is seen by the researchers, but that InfoSmart provides only aggregate data to third parties such as the sponsor. 
It was further confirmed that the information given to InfoSmart would not be used for future research.
10. The Committee asked how information will be entered into the device. The Researchers stated that participants can input information electronically, but can also be provided on paper and will be entered by the researchers. 
11. The Committee asked if there are any safety risks related to using the machine, and the Researchers confirmed that there have been no adverse events associated with it.
12. The Committee asked what will happen if the machines become damaged. The Researchers clarified that participants would be provided a new machine without incurring any costs. 
13. The Committee asked whether group (A) will have the device taken away after the first phase of the study, which the Researchers confirmed. Outside of the study, patients may be offered machines from the sponsor. While the provision of this machine is not a study activity, it will need to comply with the Health Information Privacy Code. 
14. The Committee stated that if participants are offered a machine at the end of the study by the sponsor, they would need to be provided with information about what data will be collected by the sponsor. The Researchers explained that this would occur outside the study. It is therefore not reviewed as part of this application; however, the Health and Information Privacy Code regulations will apply.

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

15. The Committee asked about the relationship to the Sleep Institute and Counties Manukau. The Researchers explained that the NZRSI deals with these kinds of studies often and has greater expertise/resources. The Committee asked for information to be added to the PIS about how participants will be recruited and that it will take place at another site.
16. Please clarify that the third party accessing data from the device will not be accessing any data that could identify the participant.
17. Please explain that usage of the device will be monitored (i.e. the adherence reviews), and that this may lead to contact by researchers with participants outside of specified visits/contacts.
18. Please clarify in the main PIS that sputum will be collected for use in the present study as a mandatory requirement and provide details about how long it will be kept at Liggins and when it will be destroyed and ensure compliance with Chapter 14 of the National Ethics Standards.
19. Please explain that participants using the device will still have access to standard of care (SOC) and explain what that is.
20. The Committee asked how the effect of the machine will be measured. The Researchers explained that it will be compared to SOC as a baseline. Please explain this in the PIS.
21. Consent form: “my information including information about my health will be passed on to Fisher and Paykel”. Please specify what information will be provided to the sponsor. 
22. Tissue FUR PIS: 
· please ensure this PIS complies with Standard 7.58.
· Please amend these statements which are contradictory: “we do not propose to do genetic testing, and this is not commercial research”, compared with "once it has been analysed, the raw data and your information will be archived by NZRSI for 10 years after which time the data will be securely destroyed. You will not own any intellectual property that may arise from any future research " – the latter statement suggests commercial research.
· Please specify that all identifiers will be removed from sputum samples, that they will instead be given a unique study code and how codes are linked.
23. Main PIS: please specify that only the named investigators will have access to the data (or otherwise clarify who will have access and why).
24. Please explain what ‘de-identified’ and ‘raw data’ means in both the main PIS and the Tissue FUR PIS.
25. Please refer, in both the main PIS and the Tissue FUR PIS, to rights of correction. 
26. Please explain what happens to data on withdrawal in the main PIS. 
27. Incidental findings are not referred to in the main PIS but they are in the CF – please explain in PIS 
28. Please clarify, in the Tissue FUR PIS, whether there will be a return of results.
29. Please amend for consistency the description of the FUR in the Tissue FUR PIS and in the CF which are slightly different (compare:  "we may use them for future testing that may help us better understand bronchiectasis and how it affects the lungs. Possible future testing may include other measures of inflammation and lung repair processes.” whereas the FUR CF says: “I agree for my tissue samples to be stored and used in future research but only on the same subject as the current research project: Inflammatory processes in bronchiectasis”.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.

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


	 4  
	Ethics ref:  
	20/NTA/89 
	 

	 
	Title: 
	Patient responses to nasal high flow therapy (PRNHFT): a pilot study 
	 

	 
	Principal Investigator: 
	Dr Troy Browne 
	 

	 
	Sponsor: 
	Fisher & Paykel Healthcare 
	 

	 
	Clock Start Date: 
	05 June 2020 
	 


 
Jane O’Donnell and Dr David Russell-Park were present via videoconference for discussion of this application.

Potential conflicts of interest

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

Ms Rochelle Style declared a potential conflict of interest, and the Committee decided that she would remain present but would not vote on the decision of the application

Summary of Study

1. The intensive monitoring of a patients’ physiological response to therapies such as Nasal High Flow is mandated and is a component of standard care. This physiological response data is used to inform clinical decision making and subsequent titration of a therapy to meet the dynamic and individual needs of a patient. Currently data on patient condition and oxygen delivery, if they are recorded, are recorded on discrete devices, making it difficult to relate them. It is proposed that a single device may record these data to allow analysis of patients’ physiologic response to changing NHF therapy. No such devices are currently available.
2. The study is an observational exploratory study, looking at closed-loop feedback-automated control respiratory device called an AIRVO. This device is approved and has been used in the clinical setting for many years, and this is the third iteration of the device. This study will assess physiological responses to the therapy. 
3. Recruitment will be made from patients in the ICU at Tauranga hospital on patients over 16 years of age with the full capacity to consent. 

Summary of resolved ethical issues 

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

4. The Committee noted that the PHIL box was for data collection for the study that was not part of usual care. It needs to be clear to patients that various physiological measures will be recorded continuously using this box.
5. The Committee queried what health information will be collected in addition to that collected from the PHIL Box. The Researchers explained that the data collected is in accordance with the study objectives, such as age, weight, height etc. The Committee asked if that data will be de-identified, which the Researchers confirmed. The Committee asked for it to be clarified in the PIS what information will be collected, and that it will be de-identified before being shared.
6. The Committee noted the plan to embargo six of the AIRVO devices and replace them with those that have the PHIL Box. The Committee asked how that will impact the availability of AIRVO devices for ordinary patients. The Researchers explained that they will be supplying new AIRVO devices, which will not have any impact on DHB resources.
7. The Committee queried whether the device should be considered a medical device. The Researchers explained that the PHIL Box will not provide any therapeutic benefit to participants. Its purpose is purely to log data, which does not meet the definition of a medical device in New Zealand. Despite that, it is treated as a medical device by the sponsor. The Researchers further clarified that the AIRVO is a medical device, but that the PHIL-Box is not, as it is only used for logging data in clinical trials and is not commercially available.

Summary of outstanding ethical issues

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

8. The Committee asked to see an updated insurance certificate.
9. The Committee stated that the evidence of peer review provided was brief and did not provide sufficient information. The Committee asked for new evidence of peer review to be provided, and suggested that the Researchers refer to the HDEC peer review template. 
10. The Committee queried the second aim about gathering data on clinical decision making, as methods were not detailed in the protocol. The Researchers explained that they will gather data on clinical outcomes, rather than the decision making per se of clinicians. The Committee asked for this to be clarified in the protocol. 
11. The Committee referred to the run-sheet, and queried the intention to attach the study pulseoximeter prior to obtaining consent.  The Researchers explained that for some patients it may be inappropriate to seek consent before the pulse-oximeter is attached due to their condition. The Committee asked for patients who are unable to consent to be excluded from the study, and for consent to be sought for all participants before the device is attached. Enrolment without consent in ICU observational studies is not possible under the current legal framework. The Committee requested assurance from the site Clinical Investigator about appropriate consent procedures in this setting, including in emergency settings. Please provide greater information in the protocol about the emergency consent process.
12. Please add the collection of ethnicity data to the protocol.
13. Please amend the run sheet and ensure that the device for collection of study data is attached only after consent from participants has been obtained.

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

14. Please ensure that the PISCF emphasises that consent is voluntary. 
15. Please state clearly that the study is observational and non-therapeutic, and that data will be used for the company to improve and develop the machine.
16. Please explain how information will be kept private and confidential.
17. Please remove the statement about providing results to ethics in 3 months (remove this text).
18. Please remove the yes/no tick boxes from the consent form for all statements that aren’t truly optional, i.e. those where a participant could select ‘no’ and still participate in the study. 
19. It was clarified that some data could be used for future studies relating to further phases of this device. Please add a clause to the consent form explaining this.
20. Please explain whether participants will be able to have their data removed from the study if they withdraw their consent. 
21. The Committee noted that data on related clinical outcomes is being sought, and asked where that data will be sourced from. The Researchers stated that this data is shared from all Australasian ICUs in a combined database. Please explain this in the PIS, and make clear that participants’ data is being sent to that database in Australia. 
22. Please state more clearly that information will be collected from participant’s medical records for screening purposes.
23. Please amend the purpose section of the PIS, making clear that the study intends to improve the medical device, and that a new continuous monitoring box that will help to develop the device better. Please explain what data will be collected to do that, and remove statements such as conflict of interest that are not relevant to the study purpose.

Decision 

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

· The Standards state that in order to determine scientific validity, peer review should assess the relative merit of the research, the design and methods, and the feasibility of the research (National Ethics Standards para 9.25).
· The level of detail the protocol contains should be commensurate to the risk of the activity. For this study involving ICU patients, the Committee stated that this requires the emergency consent process to be described in the protocol (National Ethics Standards para 9.7a).
· [bookmark: _Hlk39486850]Participants must receive the information that a reasonable consumer, in that consumer’s circumstances would need to make an informed choice or give informed consent prior to their decision to participate in research (National Ethics Standards para 7.15).
 

	 5  
	Ethics ref:  
	20/NTA/90 
	 

	 
	Title: 
	Analysis of Laboratory Results Patterns (revised) 
	 

	 
	Principal Investigator: 
	Mr Samuel Wong 
	 

	 
	Sponsor: 
	Precision Driven Health 
	 

	 
	Clock Start Date: 
	05 June 2020 
	 


 
Mr Samuel Wong and Dr Tane Taylor of Vensa were present via videoconference for discussion of this application.

Potential conflicts of interest

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

Karen Bartholomew declared a potential conflict of interest and the Committee decided that it was not substantial, and that she would remain for the discussion of the application.

Rochelle Style declared a conflict and left the meeting for the discussion and did not participate in the decision.

Summary of Study

1. This research has a total of six phases, of which the first two have been completed under previous HDEC out of scope determination. This application is seeking HDEC approval for phases 3 to 5. 
Phase 1: Feasibility evaluations Phase 2: Building data capture and technology systems to link information Phase 3 HDEC review: Randomised trial to measure effectiveness of lab advice Phase 4: Consented understanding of clinical reasons for demand for laboratory test Phase 5: Consented understanding of clinical decisions used for results interpretation and safety concerns Phase 6: Designing implementability in automated distribution of normal lab results. This application does not include Phase 6, which will need to be the subject of a separate HDEC application.
2. The overall aim of the research is 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. 
3. The primary objective of the completed study is that depending upon patient preferences, and with prior approval from their doctor, the patient will receive an automated text containing their lab results and personalised advice. These results will also be available to the patient through their patient portal. 
4. This is a Precision-Driven Health co-funded project that aims to understand and replicate the clinical logic used by general practitioner’s in ordering certain laboratory tests and in test result interpretation. The aim is that 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 is intended to facilitate safer, more efficient management of lab test result processing. 
5. Normal test results will be instantly and automatically available for patients to view on the patient portal and will be combined with personalised medical guidance. It is intended that this system may also provide a safety net for those abnormal and time sensitive results.
6. The study hopes to improve: 
1. Efficiency: increasing the number of test results being released to the patient via an automated system. 
2. Patient safety: to increase confidence regarding the automated release of results to a large proportion of patients with certain clinical conditions (including benchmark between clinicians and conditions).
3. Patient experience: it is hoped that patients will greatly appreciate having instant access to their test results and tailored information regarding the results.

Summary of resolved ethical issues 

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

7. The resubmitted application identified 6 Phases as well as four Objectives to the completed study. The Committee asked for clarification about the 6 phases of the study. The Researchers explained that phases 1 and 2 have been completed as projects that were out of scope for HDEC review. Those included a feasibility and concept study. Phases 3, 4 and 5 are being applied for in this application to achieve objectives 1, 2 and 3 (how to understand the advice given in relation to lab test results, how to understand the reasons why particular lab results are ordered, and how to interpret those results correctly). The final phase 6 is intended to build off the findings of 3, 4 and 5 and aims to meet objective 4 by providing an algorithm to automate the sending of laboratory results to patients. Phase 6 will be submitted as a separate ethics application.
For the application of phase 6, the Committee will require greater information on exactly how objective 4 will be met: this will require a statistical plan in the protocol.
8. The Committee queried how the Researchers will seek feedback from the participants, as described on page 14 of the protocol, and whether this was explained to participants. The Researchers stated that this will be done using the questionnaire “Proposed Electronic Question tree” provided in the application.
9. The Committee asked how consent will be sought from participants. The Researchers stated that posters will be put up in GP waiting rooms informing patients of the research. If patients are interested in participating, they will contact the receptionist who will inform the GP. When they go into consultation with the GP, the GP will then informally screen them for eligibility (i.e. if exclusion criteria do not apply and if one of the relevant lab tests are indicated), inform them about the research if eligible, and if they are interested then provide a hard copy of the PIS. An electronic PISCF will also be available via the patient portal. The patient will have 24-48 hours to confirm their interest in participating to the Researchers (that being the time in which it is anticipated the lab tests will be performed but prior to them being reported). Consent will be given electronically. If the Researchers do not hear back from the patient prior to the release of the lab results, a reminder will be sent. With each subsequent phase of the study participants will be reminded of their choice to opt-out. Participants are also informed that they can contact the Researchers if they have any questions. A copy of the consent form with the participant’s consent will be uploaded to their patient portal.
10. The Committee asked if the GPs will be trained in how to determine eligibility for participation in the trial. The Researchers stated that patient doctors will be given a list of the exclusion criteria. Furthermore, the trial will be run in just two medical centres, so training GPs in the procedures should not be too difficult.
11. The Committee asked how GPs will be involved in the study. The Researchers stated that the study has only been commissioned at two sites, and a third site will be involved later. A workshop will be conducted with the lead doctors at those sites.
12. The Committee asked for clarification about what data will be going to the sponsor/research team, and what data will be going to the GP. The Committee requested a clear and consistent outline of the following: the health and other personal information that will be collected in relation to each participant at the time of their consent to join the study and then on an ongoing basis; an explanation of the separate data sets to be used, in particular what data will be retained in identifiable form and what data will be de-identified; and who will have access to identifiable information. The Committee queried the statement by the investigators that they required access to identifiable information in order to have clinical oversight of GP's decision making. The Committee stated that it is not the Researchers’ role to monitor GPs, and that they should only be accessing data for the purpose of developing the algorithm.
The Researchers stated that as the data is being collected prospectively, if they see that there could be harm to the patient it is important to have a process to advise the GP to reconsider. Abnormal lab results are being excluded from the study, so GPs will only be contacted if a ‘normal’ result appears to be abnormal. The Researchers highlighted that in objective 3 social and clinical parameters will be taken into account which the GP might not be aware of, and consequently the Researchers might have a better understanding of the risks to patients than the GP. 
13. The Committee asked if there has been pathology input into the study design (no peer review has been provided in this respect). The Researchers confirmed that Dr Cam Kyle has provided input, but is part of the governance panel. There is no pathologist on the data safety monitoring committee, as the Researchers have been unable to find someone who is available in New Zealand. As such, a group of doctors will review the data on a daily basis and exceptional findings will be referred to Dr Cam Kyle.

Summary of outstanding ethical issues

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

14. The Committee queried how the researchers had addressed the issues raised in the peer review, particularly about how data would be analysed. The researchers stated that once they have received consent to obtain health information, objective 1 will seek feedback on how receptive participants are when they receive the results of laboratory tests in different forms to which they are randomised (in the usual manner from the lab to the portal without advice, tailored and tagged from Health Navigator). Objective 2 will seek to determine why lab tests are being ordered for participants Objective 3 will ask whether, once social determinants and clinical variables are considered, the result provided by the clinician was correct or not.
The Committee stated that this information was not explained clearly in the protocol and asked for it to be amended accordingly. In particular, objective 2 is “the safe reduction of GP workload when reviewing and relaying blood tests.” Please explain what data is required to measure this objective.
15. The Committee asked how participants will be randomised. The Researchers explained that participants will be randomized upon enrolment into the study, and will be randomized with each panel of tests that they order. The participant will therefore receive the test results in different forms in the following visits so as to assess which interaction they prefer. 
The Committee noted that it was not clear in the protocol whether each individual test or each panel of tests was randomised, and asked for this to be clarified in the study protocol. The Committee further asked for this process to be clarified in the PIS. 
16. The Committee asked for the protocol to be amended to clarify what data is being shared, in what form and for what purpose. This needs to be translated into the participant information sheet such that it this information is clear to the participant.
17. The Committee asked how the control data will be collected. The Researchers explained that those participants would also be recruited when they visit the GP, but would not receive a test result. The Committee asked for the PIS to be updated so as to address these patients and to seek their consent. 
18. The Committee asked how the identifiable health information entered into the provider interface form will be de-identified before being sent to the Researchers. The Researchers explained that the information they access will be pulled from the Practice Management System. The Committee asked for this to be explained in greater detail in both the protocol and the PIS.
19. The Committee asked for it to be explained in the PIS that the identifiable health information entered into the online consultation booking service will be de-identified before being sent to the Researchers/sponsor. 
20. The Committee suggested that the study could be split up according to the different study objectives, in order to clarify the information in the protocol and for participants. It is suggested that an application for a study to meet objective 1 be submitted.

Decision 

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

· The study protocol must clearly describe, amongst other elements: the study design; the ordered plan of study conduct; and what data will be collected, stored and used, how (including clearly stating what information is identifiable and which is de-identified and at what point de-identification occurs, and how participant’s health information will be managed in accordance with the Standards The Committee did not feel that these aspects of the study were clear enough for this standard to be met. (National Ethics Standards para 9.8)
· Participants must receive the information that a reasonable consumer, in that consumer’s circumstances, would need to make an informed choice or give informed consent prior to their decision to participate in research. Table 7-1 outlines what information about study data participants should be informed of (National Ethics Standards para 7.15).
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	Ethics ref:  
	20/NTA/91 
	 

	 
	Title: 
	AC-055H302 - A clinical study to measure the safety and impact of a drug called macitentan in teenage and adult Fontan patients 
	 

	 
	Principal Investigator: 
	Dr Kathryn Rice 
	 

	 
	Sponsor: 
	Janssen-Cilag (New Zealand) Limited 
	 

	 
	Clock Start Date: 
	05 June 2020 
	 


 
Dr Kathryn Rice was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is the phase 2 study of a previous HDEC-approved RCT for patients with congenital heart disease. Congenital heart disease cannot be cured, so standard of care is a series of operations to provide circulation. At this stage there are no alternatives, so new treatments are being sought that will provide greater benefit. 
2. The previous phase 1 RUBATO study looked compared Macitentan to placebo to assess its safety and efficacy. Macitentan is a medication which dilates the pulmonary arteries. This study is still on-going, and recruitment was put on hold due to COVID-19, however recruitment has now re-started in New Zealand. An independent DSMC is assessing the data to determine whether the participant population can be expanded.
3. The present study is an extension for participants from phase 1, and will offer the medication to all participants over 2 years to assess whether it remains safe over the long term and whether it provides any benefit in terms of their functional status and general well-being.

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 about a participant from the RUBATO study who had already completed that treatment, and who had hoped to begin the phase 2 treatment. The Researchers explained that this participant has come off the study and had a change in the medication that they are on for clinical reasons. For that reason, they would not be able to begin the phase 2 study immediately.
5. The Committee queried whether the one month follow-up period at the end of the study was sufficient. The Researcher stated that this is the same follow-up period as used in the phase 1 study, and no safety concerns were identified. It was confirmed that the participants will not be unblinded until the phase 1 study is completed. In addition, the researcher stated that participants would still be under clinical care for their ongoing condition once they were discharged from the study follow up.
6. The Committee asked about the number of participants expected to be recruited in New Zealand. The Researcher explained that up to 6 participants are expected, due to the level of commitment the study entails.
7. The Committee asked about the relationship between the two companies connected to the study. The Researcher explained that Actelion Pharmaceuticals is the sponsor and Janssen-Cilag is the international research coordinator.
8. The Committee asked about the activity monitor, which the Researcher clarified is similar to a pedometer. The researcher confirmed that no data (e.g. location data) from the activity monitor would be downloaded.
9. The Committee asked about the risks relating to liver issues due to Macitentan, and asked that those risks be incorporated into the protocol and PIS. 

Summary of outstanding ethical issues

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

10. The Committee stated that the study cannot be stopped for commercial reasons.
11. The Committee asked the Researchers to ensure that study data is kept for 10 years after the last study participant turns 16.
12. The Committee asked if ethnicity data will be collected in addition to race categories. The Researcher stated that this was not going to be collected, but agreed to collect ethnicity according to the NZ census categories in addition.
13. The Committee asked for clarification as to whether children involved in the study would be asked to consent for the future use of their data. If so, please amend the PIS and ensure that this is re-consented to when the participant turns 16.
14. Please upload an updated insurance certificate.
15. The Committee noted that various activities on the activity scale are not appropriate for children. The Researcher agreed, but explained that this is the only up to date activity scale, so activities which are not relevant will be excluded from the questionnaire. Please upload that amended questionnaire.
16. The committee discussed the note to file about an omission of some risks in version 3 of the PISCF - two potential side effects, thrombocytopenia and leukopenia. Please ensure these risks are included in the PISCFs. The Committee noted that international study results will be grouped by race or ethnicity, and that with a population of 6 New Zealand participants, this could potentially make them identifiable. Please explain how the identity of participants will be protected.

The Committee requested the following changes to the Participant Information Sheet and Consent Form, in addition to those mentioned above: 

17. Please remove the reference to men taking contraceptives from the pregnancy consent form.
18. Please add the address of the lab in Singapore.
19. Please ensure that liver issues are highlighted in the PIS especially given the existence of the ILSDRB (an external expert committee of hepatologists), appointed to provide ongoing assessment and advice regarding serious hepatic adverse events (AEs) of special interest that require further evaluation during the study. 
20. Please re-word the statement inviting participants to a safety check if they leave the study, stating instead “we would like you to”.
21. Please provide more detail about information being used for future research to ensure compliance with Standard 7.57.
22. Please state in the PIS that data collected up to that point will be withdrawn if the participant withdraws their consent.
23. Please check the location of the central lab where samples will be stored (PIS states Singapore, protocol the USA). Clarify whether they will definitely be destroyed, and if there is the option for Karakia.
24. Please explain carefully where different types of data and tissue are going and where they will be stored.
25. Please state that data will be held for 10 years after the last participant turns 16. 
26. Please add greater detail about how data will be obtained remotely from medical files. 
27. Privacy and confidentiality section page 13: it is not clear what is meant by information being retrieved from other health services, please amend accordingly. 
28. Please include information on the Activity monitor in all documentation including the main PISCF and the protocol.
29. Please clarify what is meant by participants being able to “request to block” personal data and whether this is relevant to the NZ context.
30. Child PIS/assent form: 
· Please re-insert the list of study procedures from the adult PIS.
· Please state that the drug won’t be available at the end of the study.
· Please add information about data sharing, storage or destruction in the main body of the assent form (refer to chapter 12 of the National Ethics Standards for guidance). 
· The reference to future research appears only in the assent section – please explain whether data may be used for future research in the PIS.
· Please add information about data sharing, storage and destruction in the main body of the assent form.
In addition, please add information about using data for future unspecified research. Ensure that this meets Standard 7.57.
31. Caregiver PIS page 2: change “what will my participation in the study involve” “will my child’s participation in the study involve.

Decision 


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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.
· Please amend the study protocol, taking into account the suggestions made by the Committee.
· Please upload an updated insurance certificate.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Helen Walker and Dr Kate Parker.
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	Ethics ref:  
	20/NTA/92 
	 

	 
	Title: 
	Sleep in Children with a Mild Traumatic Brain Injury 
	 

	 
	Principal Investigator: 
	Dr Jacki Henderson 
	 

	 
	Sponsor: 
	University of Canterbury 
	 

	 
	Clock Start Date: 
	05 June 2020 
	 


 
Dr Jackie Henderson and Audrey McKinlay were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Of those children who suffer an injury to the head, 10-20% of them have ongoing sleep disruption and there is associated parental stress. This research hopes to identify early indicators for ongoing traumatic head injury.
2. This is a longitudinal study primarily examining sleep changes and outcomes in children following an injury to the head. Sub-aims include investigating parental stress levels, post-concussive symptoms, fatigue, and child behavioural adjustment with the use of parent-report questionnaires. Both subjective and objective measures of sleep will be employed to capture a range of sleep behaviours. A parent-report sleep questionnaire and sleep diary will be completed. Actigraphy and videosomnography will collect objective sleep data. Additionally, an optional parent-child interaction video will be recorded. The sample will consist of about 100 parents of children with a mild Traumatic Brain Injury (TBI) and a comparison group of 100 parents of children with a superficial injury to the head (SIH). Children will be aged between 2-12 years at the time of injury and have presented at the Christchurch Emergency Department and diagnosed with a mild TBI or SIH (as determined by the ED clinician). Assessments will take place over time at 1 week, 1, 3 and 6 months.

Summary of resolved ethical issues 

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

3. The Committee noted the sensitivity of questions being asked and video footage being collected, and asked about what protections are in place to mitigate those privacy risks for both the parents and the children. The Researchers stated that the videos of the child and the parent-child interaction are identifiable. The video of the parent-child interaction is fairly short. Names will not be kept with the videos, but will be coded along with other identifying information. Videos will also be taken of children whilst asleep which means they are also potentially identifiable (but parents can turn the video off if they wish.)  
4. The Committee asked who would be doing the coding of the parent-child interaction session. Dr Jackie Henderson confirmed that she has received some training in this area and would be conducting that part of the project.
5. The Committee asked if it has been scientifically established that a video of a short child-parent interaction is a good indicator of ongoing concussive symptoms. The Researchers stated that an ongoing study in Australia has just shown that the best indicator of ongoing concussive symptoms is the parents’ stress, which can be picked up in videos. The parent-child interaction is thought to be a good indicator of the parents’ stress and ability to meet the child’s ongoing needs.
6. The Committee stated that the parenting stress index questionnaire is worded negatively. The Researcher acknowledged this, but stated that it is frequently used and has already been completed by many parents who would be eligible for this study. 
7. The Committee asked about the potential of whakamā for Māori participants in the study. The Researchers acknowledged that the issue of a head injury and how to manage it may bring up whakamā for Māori participants, and stated that this would be taken on board when approaching participants and making sure that they feel safe with the research team.
8. The Committee asked how previous concussions and non-accidental injury would be ascertained, to which the Researchers explained that it would be based on the self-report of parents as recorded by their GP.
9. The Committee asked about the developmental report. The Researchers confirmed that it is based on self-report of the parent and child’s behaviour. The Committee asked for removal of the statement in the PIS about the report being costly to obtain, given this could be potentially coercive.
10. The Committee asked how participants would be recruited onto the study. The Researchers explained that potential participants will be identified from lists of children with brain injury in the hospital by an ED nurse screening records. Those children’s parents will then be contacted by clinicians at the hospital, and if they indicate their interest in participating in the research their contact details will be sent to the researchers. The researchers will explain the study to them further and send the PISCF if they are interested. 
11. The Committee asked how research nurses would be paid, noting that a ‘koha’ was mentioned in the application. The Researchers clarified that they will be employed as a member of the study team and paid a salary rather than a koha. 
12. The Committee asked how participants will be screened for eligibility. The Researchers explained that the investigators will ask questions when speaking to interested individuals over the phone to check the exclusion criteria. Only those with mild injury will originally be contacted, and only a small number of those individuals are likely to have had a moderate or severe traumatic brain injury in the past.

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 discussed the complexity of the relationship between the variables of interest in the study – head injury, sleep, parental stress. The study documentation appears to focus primarily on sleep, although the researchers indicated a primary interest in parental stress. The confounding relationships that make measurement of the variables complex to interpret were discussed. The Committee requested that the PISCF be reviewed to ensure that there is clarity around all of the variables of interest, and they are likely to be interrelated. In particular, the PIS should make clear the focus on parental stress. The Committee noted that the study title could be misleading, the Researchers agreed to consider an amended study title. 
14. The Committee asked how the Researchers would handle it if participating parents showed signs of distress. The Researchers explained that they do not have experience of the questionnaire causing stress, however if any issue did arise there were procedures to provide reassurance. The Committee asked for these procedures to be briefly outlined in the PIS.
15. The Committee noted the different purposes of asking questions about sleep, and queried whether this was clearly communicated in the PIS. The Researchers explained that previously only very simple questions had been asked, but they found that parents’ report of sleep was not an accurate indicator of the impact of traumatic brain injury on their sleep. Consequently, they are asking more nuanced questions. The Committee asked for a greater emphasis to be placed on the parent-child interaction in both the protocol and PIS, to make clear the importance of that aim and the types of questions that will be asked. 
16. The Committee asked to see evidence of scientific peer review. Refer to the HDEC peer review template for guidance: https://ethics.health.govt.nz/system/files/documents/pages/HDEC-Peer-Review-Template.docx 
17. The Committee asked about the statistical justification for the study sample size. Please add this to the protocol
18. The study requires more than one assent form given the age range.  Please split into the two groups referred to in the HDEC templates. 
19. The Committee discussed the use of the BASC3 questionnaire for completion by adolescents in the age range 12-21, which is not the study age cohort (between 2-12), and that it contained some very odd questions for the NZ context (e.g., train trip between Chicago and NY).  The researchers stated that the questionnaire was being amended for the NZ context. Please upload this for the Committee’s review.
20. Please amend the protocol to indicate that parents are also considered as participants. 
21. Please address in the protocol and the PIS the possibility of incidental findings – there could be a number of them for both the child (including developmental delays) and the parent (stress/anxiety/depression/abuse).  Stronger planning for how these situations will be managed must be provided in the protocol and PIS.  
22. Please submit for HDEC review any additional information to be given to parents and children for the optional sub-study of the videoed parent-child interaction.  These must receive approval from the Committee before they are used.  
23. The following was raised by the Committee after the meetingThe data is being collected in a number of different forms (questionnaires, sleep video, sleep watch, observed and recorded child-parent interaction – there’s a section in the CF to collect health data but the source is not disclosed). Each of these different forms of data collection needs to be separately discussed in the protocol and in the PIS and, for each type, define whether and how it will be de-identified, who will have access to the data and in what form, why they have access to that particular data and how it will be stored (must be for 10 years after the child turns 16, not just 10 years) and disposed of. (please refer to section 12.15.a of the National Ethics Standards for guidance). 

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

24. Please amend the PIS and the CF to make it clear that parents are participants in their own right – please redraft to make it clear which parts of the study relate to the parent and which parts relate to the children for whom they are consenting. 
25. Please amend the CF to have separate sections for what the parent is consenting to as the parent and what they are consenting to for the child. 
26. Please amend the risks section to address the risks to the parents and the risks for the children. Risks should include breach of privacy and, for parents, anxiety and depression in completing the questionnaires, possible reporting of suspected child abuse 
27. Please add greater detail about what data will be used for future research in the body of the PIS, and make it optional in the consent form.  Please refer to section 7.57 of the National Ethics Standards for guidance on what information should be included. Issues should not be raised for the first time in the CF. 
28. Please explain in the PIS that a control group will be included.
29. Please state that data will be kept for 10 years after the youngest participant turns 16.
30. Please amend “my consent” to “my child” 
31. Please amend the data/privacy section in the PIS to ensure compliance with Chapter 12, especially Standards 12.14 and 12.15 
32. Please address in the PIS the possibility of incidental findings – there could be a number of them for both the child (including developmental delays) and the parent (stress/anxiety/depression/abuse/mandatory reporting). Stronger planning for how these situations will be managed should be detailed. 
33. Please make reporting to GPs mandatory. 
34. Please explain that the developmental report provided at the end of the study is based on parental self-report, and that it is not a clinical report. 

Decision 

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

· Please upload evidence of independent scientific peer review, and refer to the HDEC peer review template to ensure that the appropriate areas are covered.
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.
· Please amend the study protocol, taking into account the suggestions made by the Committee.
· Please upload the amended BASC3 questionnaire for the Committee’s review. 


After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style Dr Michael Meyer.
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	Ethics ref:  
	20/NTA/88 
	 

	 
	Title: 
	Study of ALXN1840 in Patients with Wilson Disease 
	 

	 
	Principal Investigator: 
	Prof Ed Gane 
	 

	 
	Sponsor: 
	Syneos Health New Zealand Limited 
	 

	 
	Clock Start Date: 
	05 June 2020 
	 



 
Professor Ed Gane, Genevieve Morris, and Roddie were present via videoconference for discussion of this application.

Potential conflicts of interest

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

Dr Christine Crooks declared a potential conflict of interest and the Committee decided that it was not substantial, and that she would remain for the discussion of the application.


Summary of Study

1. The study is an extension from another HDEC-approved study on Wilson’s disease. Wilson’s disease leads to liver disease from liver copper accumulation. The current treatment is effective in de-coppering the body, but is complicated and burdensome for patients. This study is testing a new collator (ALX), which collates the copper into the biome (faeces) and is therefore easier to administer and can be taken with food.
2. This is a phase 2 study looking at liver biopsy changes in participants on active treatment. As such, all participants will receive active treatment, and have a tissue biopsy performed at baseline and after 48 weeks. The biopsies will show the rate of de-coppering of the liver. 
3. The aim of this study is to show the benefits of moving from the standard treatment to this collator.

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 participants will receive standard of care in this study. The Researchers clarified that all participants will have been receiving standard of care before the study, but will be switched to treatment with ALX. 
5. The Committee asked why there is no liver biopsy in the extension period of the study. The Researcher explained that the extension period is to continue supply of treatment until the treatment becomes commercially available in New Zealand. 

Summary of outstanding ethical issues

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

6. The Committee requested evidence of peer review for this study, and the Researchers confirmed that they have applied for SCOTT review.
7. The Committee whether genetic testing is part of the study, or constitutes future research. The Researcher explained that the genetic testing is optional, and is being done because there is a variety of genetic conditions that cause Wilson’s disease. The sponsor is offering genetic testing for all participants in the study, and those results could be fed back to the participants at the end of the study.
8. The Committee asked for the chronic liver disease questionnaire to be reviewed, as some questions have multiple very similar answers and may prove confusing for participants. 
9. Please amend the terminology throughout documentation, including the protocol and the PIS, correcting ‘patient’ to ‘participant’.
10. Please note that the study cannot be stopped in NZ for commercial reasons.
11. Please provide a NZ specific Data management plan – please refer to Standards 12.14 and 12.15 including how privacy and confidentiality and security will be maintained if the participant’s medical files are reviewed remotely 
6. Note that if the samples to be stored by Alexion Pharmaceuticals, Inc. at 100 College Street, New Haven Connecticut, 06510, USA changes to a designee, an amendment must be filed

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

12. Please amend the PIS as noted above in the section “Summary of Outstanding ethical issues
13. Please move the statement that standard of care treatment will be stopped to the beginning of the PIS.
14. Please move the statement about samples being used for future unspecified research to a new section of the PIS, or a separate Tissue FUR PIS. Refer to section 7.58 of the National Ethics Standards for guidance.
15. Please add a statement warning participants that data protection overseas might not be the same as in New Zealand. Please refer to Standards 12.14 to 12.16 
16. Please amend the compensation section, and refer to the HDEC template for guidance.
17. Please provide an address for the Central laboratories in Singapore, the United Kingdom and the United States 
18. Under the ‘Who pays for the study section’, please note in the discussion about data that more details are in another section, because the description here makes it look like even identifiable data could go to the sponsor.
19. Please simplify the data privacy section – it tends to refer to NZ laws without advising what they are and the distinction between identifiable and de-identifed data is not particularly clear.  Please give participants an indication of how many entities/people are captured by the statement “The Sponsor, its licensees and other designees, and research and development specialists, including any contract research organisations utilised by the Sponsor or its designees” and why these entities have access to data and what kind of data (identified or de-identified or anonymised).  Advise participants for how long data will be stored and how it will be destroyed.  
20. Please amend the sentence “This study has been reviewed and given favourable opinion by Health and Disability Ethics Committee” to simply state that it has been approved. 
21. Please address in the PIS that the participant’s GP or current provider will be informed about participation in the study and of any significant abnormal results obtained during the study. 
22. Genetic sub-study PISCF:
· In particular, this PISCF needs to be more specific about the tests etc used (e.g. as described in the protocol) 
· Please include in the risks section privacy breach and note that privacy issues should not refer to the main PIS – all relevant risks and other issues must be contained within the one PIS (because participants can lose documents over time and may not have the relevant document to cross-reference). 
· Please include overseas warning statements and also that there may be no NZ representation on the committee which decides what will be done with the samples and who may have access to them – please refer to Standards 12.14 to 12.17.
· Please describe what clinical information, if any will accompany the DNA 
23. Pregnancy PIS: please submit, by way of an amendment, if a pregnancy occurs – there is no approval for the Pregnancy PIS as currently provided.  Please note also that the PIS only refers to what happens with a pregnant partner becomes pregnant, not what happens if the female participant becomes pregnant – please amend the PIS accordingly to incorporate the possibility of this occurrence
24. Please create a new PISCF for the future unspecified use of frozen tissue. Refer to Standard 7.58 – this should, additionally, explain why the samples may not be able to be destroyed if requested by a participant, especially if they are only de-identified and not anonymised. If the samples are going to be anonymised, a separate warning statement is required.   

Decision 

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

· Please review and upload the chronic liver disease questionnaire.
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.
· Please amend the study protocol, 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 Dr Sotera Catapang.



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:
	21 July 2020, 01:00 PM

	Meeting venue:
	Via Zoom




3. Review of Last Minutes

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

4. Matters Arising

The outstanding review of progress report AKL200270AM17 and amendment AKL200270AM18 were discussed, and it was agreed subsequent to the meeting that the provisional response for these post-approval forms would be reviewed at an online full committee review. These have since been finalised and the letters have been sent out.


The meeting closed at 5:40pm.
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