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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	19 May 2020

	Meeting venue:
	Via videoconference



	Time
	Item of business

	1:00pm
	Welcome

	
	Confirmation of minutes of meeting of 21 April 2020

	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 – 3:20
3:20 – 3:45
3:45 – 4:10
4:10 – 4:35
4:35 – 5:00
5:00 – 5:25
5:25 – 5:50
	  i 20/NTA/61
  ii 20/NTA/63  
  iii 20/NTA/57 
  iv 20/NTA/55 
 [10 minute break]
  v 20/NTA/68 
  vi 20/NTA/72 
  vii 20/NTA/73  
  viii 20/NTA/70 
  ix 20/NTA/74
  x 20/NTA/75  

	
	Substantial amendments (see over for details)

	5:50 
– 6:10pm 
	 xi AKL/2000/270/AM17
  xii AKL/2000/270/AM18

	6:00pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

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

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

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

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

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

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


  
Welcome
 

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

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.


Confirmation of previous minutes


The minutes of the meeting of 21 April 2020 were confirmed.



New applications 

	1  
	Ethics ref:  
	20/NTA/61 

	  
	Title: 
	BOLD 

	  
	Principal Investigator: 
	Dr Helen Evans 

	  
	Sponsor: 
	Syneos Health New Zealand Limited 

	  
	Clock Start Date: 
	07 May 2020 


  
Dr Helen Evans and was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a phase 3 double-blind placebo-controlled randomised controlled trial of a new medicine, Odevixibat by Albireo AB, for lowering bile acids and subsequent liver damage, compared with placebo capsules taken daily for 2 years. Participants are neonates of up to 12 weeks old who have had surgery to restore bile flow. The dosage will first be sequentially stepped up and assessed in a sentinel cohort with appropriate safety reviews. 
2. Study visits involve various procedures including sampling of tissue. 
3. 10 participants will be involved in NZ. 
4. There is an independent Data Safety Monitoring Committee and SCOTT (the Standing Committee on Therapeutic Trials) will provide peer review. 

Summary of resolved ethical issues 

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

1. The Committee noted the emotional distress that parents will be under, and asked how the researchers would manage this in recruiting patients. The Researchers explained that by the time of the operation they will have been in contact with the parents for a few weeks. The Researchers stated that parents could be contacted by a consultant, that standard of care will not be withheld from any patients, and that the parents will be informed of the risks and that they may receive placebo. 
2. The Committee asked why a sentinel arm is necessary in this study. The Researchers explained that a sentinel group is being used for safety reasons. As with other inhibitors of bioacid transport, one side-effect is diarrhoea. If there is no diarrhoea in this group, the dose will be kept low, otherwise it will be sequentially stepped up before the main cohort can begin. The doses will also be stepped up in proportion to the growth of the babies. The sentinel arm will involve 20 participants, following which the active arm will begin, and the data will be cumulatively reviewed after 40 participants. 
3. The Committee asked if many of the Researcher’s own patients are likely to end up in the sentinel arm, which they confirmed would be likely for one or two participants. The Researchers stated that they did not believe that there were any significant risks to those participants, aside from that the sentinel dose might not have a therapeutic effect. 
4. The Committee asked if the researchers are collecting race or ethnicity data. The Researchers confirmed that they are collecting ethnicity data, but would be recording only one ethnic group per participant as indicated by the parents. Race will also be recorded as reported by the parents.
5. The Committee asked why the Researchers wished to reimburse parents using Greenphire, given that those families living far away from the centre would generally stay at the Ronald McDonald House. The Researchers explained that most follow up visits would be done at outreach clinics, which would require some travel for the families in addition to what is involved with standard of care. Furthermore, if the participants had any issues with their accommodation or travel they could contact the Researchers.
6. The Committee asked about the purpose of the Mullen survey. The Researchers explained that it is a neuro-motor survey of the infant’s development, to assess the investigational product’s effect on the baby’s development. It will be completed in the clinic, but largely based on what the parents report the baby is able to do. The Researchers stated that similar questions about the baby’s development would be asked as part of Standard of Care (SOC).
7. the Committee asked about the genetic testing involved in this study. The Researchers explained that a blood sample will be used to test for Gilberts disease as part of screening, as patients with that disease will be excluded due to the tendency for them to appear jaundiced, which is also a sign of the study medication not working. The Committee asked for this to be clarified in the PIS (see below).

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 for the study insurance certificate to be made New Zealand-specific.
2. The Committee asked to see a data management plan for how data would be managed in New Zealand. This should set out clearly who has access to what kind of data (identifiable or de-identified and why, assignment of unique identifiers), where it will be stored (during and after study), what precautions will be taken, and how it will be destroyed.

The Committee requested the following changes to the Participant Information Sheet and Consent Forms. These points refer to the main PIS/CF unless otherwise specified. 

1. The Committee asked for all PIS/CF documents to be proof-read for relevance to the New Zealand setting.
2. The Committee asked how PK/blood samples will be collected. The Researchers explained that the participants will be having blood tests every week as part of standard of care, either via a heel prick or finger prick. Venous clot tests will also be conducted, during which the Researchers could collect a sample. Blood samples will also be taken before and after administering the treatment, which would be cannulated. The Committee asked for this to be explained more clearly in the PIS.
3. The Committee asked why stool samples are being collected. The Researchers explained that stool samples will be analysed similarly to SOC, as the pigmentation of the sample is a mark of whether there’s been bio-excretion (showing that the operation is working). The Committee asked for greater information on the collection of these samples to be added to the PIS.
4. Please specify exactly what personal data will be collected (i.e. only that data that is relevant to the study).
5. Please state that data will be kept for 10 years after the last participant turns 16.
6. Please remove the statement that the study may be terminated for commercial reasons.
7. Please use the sponsor’s name and address rather than that of the CRO on all information sheets.
8. Please inform participants on the PIS and consent form that the study involves a question on HIV, which is a notifiable disease.
9. [bookmark: _Hlk42596146][bookmark: _Hlk42596525]Please ensure the PIS accurately describes the identifiability of all data, how it will be stored securely and for how long (noting that identifiable health data must be stored for a minimum of 10 years), how it will be disposed of, and who will have access to each type of data. Please also describe whether any data will be sent overseas, and if so where, in what form, and please state that other countries may have different ethical standards or levels of data protection.
10. Optional genetic PISCF: Please clarify the genetic testing involved in this study, whether it is mandatory, and  what will happen to participants’ samples after the study, and specify if there will be any further testing. If there is further testing, please add this to the protocol.
· In addition to the above, please identify the lab where the genetic analysis will be done in and where it is. Please also ensure that this form does not refer back to other PISs – all relevant information should be included in the one PIS.

Decision 

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

· Please amend the study insurance certificate to be New Zealand-specific.
· Please update the participant information sheets and consent forms, taking into account the suggestions made by the Committee.
· Please provide the Committee with a NZ-specific data management addendum to the protocol.

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




	 2  
	Ethics ref:  
	20/NTA/57 

	  
	Title: 
	Feasibility study of a non-mesh sling anchoring system 

	  
	Principal Investigator: 
	Associate Professor Michael Stitely 

	  
	Sponsor: 
	University of Otago 

	  
	Clock Start Date: 
	07 May 2020 


  
Associate Professor Michael Stitely was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a pilot study of 5 patients to assess feasibility of a urinary incontinence sling fixation method. This is an alternative treatment to using mesh. Mesh is currently the preferred treatment, however it often involves adverse events. The sling is made out of tissue from a patient’s thigh (which is standard). The main point of difference of this product is using barbed suture material for fixation which is simpler and less invasive. There is the possibility of a patent for a kit which may make use of cadaveric or animal tissue, however that would only occur as a result of other studies and is not a matter included within this application.

Summary of resolved ethical issues 

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

2. The Committee asked what the potentially commercialisable aspect of the study is. The Researcher explained that the sling could be converted into a kit and used together with a bio-engineered tissue graft, which would also need to be developed. No part of this study itself is potentially commercialisable IP. The Committee was satisfied that this does not classify the study as a commercial trial, and as such participants will be able to seek ACC compensation for injury in this study, as well as the Otago University cover for clinical trials (details of which were requested by the Committee for this trial).
3. It was confirmed that the minutes for this application would remain open.
4. The Committee asked for confirmation that the sponsor for the study is Otago University, rather than Southern DHB. The Researcher confirmed that although the study is being conducted within the DHB at Dunedin Hospital, Otago University is offering the oversight and funding.

Summary of outstanding ethical issues

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

5. The Committee noted that the study will be conducted within a DHB setting, despite being an Otago University-sponsored study. The Researcher noted that the procedures being done could be done within standard of care, and that it is the oversight and analysis sponsored by the University which is the research element.
6. The Committee asked about the concerns raised by the peer reviewer, and asked that the Researcher provide a cover letter responding to those concerns or explaining how they have been addressed in the study documentation.
7. The Committee asked how patients will be invited to participate in the study. The Researcher explained that the patient’s clinical evaluation would be completed separate to the study. Patients who are needing a urinary incontinence operation will be contacted by research staff to invite them onto the study. 
8. The Committee asked if the independent medical monitor will have access to the study data, which the Researcher confirmed.
9. The Committee asked what parameters will determine whether the procedure is feasible. The Researcher stated that if there are technical issues, if the procedure does not anchor the sling, or if there is incontinence in the follow up, then it will not be considered feasible. For regulatory purposes a feasibility study is defined as less than 10 subjects.
10. Please include a data management plan in the protocol in compliance with Chapter 12 of the NEAC Standards.
11. Please add a plan for Serious Adverse Events (SAEs) or Adverse Events (AEs) in the protocol, identifying how AEs and SAEs will be identified, and the stopping rules for the medical monitor

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

12. Any significant conditions attached to the University of Otago compensation coverage, if there are any, be stated in the PIS.
13. The Committee asked if there have been any adverse events due to the use of barbed suture anchor in the past. The Researcher stated that they are not aware of any adverse events due to the barbed suture itself. The Committee asked for the risks relating to this unique anchoring to be clarified and outlined in the PIS – either that there are no known risks, or what they are. This is particularly important for these participants given the global problems encountered with the use of mesh. Please make clear exactly how this operation differs from the standard operation for incontinence, and explain to participants that although the methods involved in the study are familiar, the risks of the barbed suture are not as well understood.
14. The Committee asked what would be done if the procedure failed. The Researcher explained that the cause of failure would be evaluated to determine the next approach. The Committee asked for this to be explained in detail in the PIS.
15. The Committee noted that data will be shared with a data-sharing repository such as Harvard Dataverse. Please make clear to participants that data will be shared publicly and in what form and will not be able to be withdrawn once shared (see standard 7.57/a).
16. Please state that data will be kept for a minimum of 10 years.
17. Please add the right for participants to access and correct their data.
18. Please inform participants about what identifiable data will be shared, with whom and why, as well as what non-identifiable data will be shared, and how data will be destroyed after the study.

Decision 

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

· Please document how the points raised by the peer reviewer have been addressed.
· Please update the participant information sheets and consent forms, taking into account the suggestions made by the Committee.
· Please add a data management plan to the protocol, especially with regards to the future unspecified research. 
· Please add a plan for SAEs or AEs in the protocol, identifying how AEs and SAEs will be identified, and the stopping rules for the medical monitor.

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


	 3  
	Ethics ref:  
	20/NTA/55 

	  
	Title: 
	Ataxia-Prev 

	  
	Principal Investigator: 
	A/Prof Richard Roxburgh 

	  
	Sponsor: 
	 

	  
	Clock Start Date: 
	07 May 2020 


  
A/Prof Richard Roxburgh was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a descriptive study on the epidemiology of genetically determined cerebellar ataxia and hereditary spastic paraparesis in NZ. It aims to determine the prevalence and demographic profile of patients with clinically-diagnosed, presumed genetically determined, cerebellar ataxia and hereditary spastic paraparesis. Sub-characterisation by genotype will be made where available. It also aims to determine the proportion of patients who have had a genetic diagnostic test, who have not had a test and those who have been tested negative.

Summary of resolved ethical issues 

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

2. The Committee asked how it will be identified how many patients have not been tested for cerebella ataxia. The Researcher explained that they will be analysing patient clinical records.

 Summary of outstanding ethical issues

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

3. The Committee asked for the CV of the honour’s student involved in the study.
4. The Committee asked how the student will have access to the data, and the Researchers explained that they have an ADHB log-in from previous work. Please confirm that a new log-in will be sought as part of the locality approval.
5. The Committee asked why participants’ consent is not being sought from people with cerebellar ataxia and hereditary spastic paraparesis for the use of their data in this study and noted the requirements for waiver set out in Standards 7.46 – 7.48 NEAC Standards. The Researcher stated that as an epidemiological study it is important to include data from all people to ensure that the study is scientifically valid, as well as to capture people who might not be accessing the best care. The Committee accepted this reason, but queried whether there were appropriate data governance plans in place as required by the Standards (e.g. relating to privacy, access and storage), and also whether consultation with relevant groups had been undertaken. The Committee noted that the Researcher had consulted with the Muscular Dystrophy Association, and asked for a letter of support to be provided from them. 
The Committee further noted the Researcher’s explanation in the application form that data will be stored according to ADHB data management guidelines, and stated that for research purposes greater measures should be taken to keep data de-identified. The Researcher agreed to keep data stored in a de-identified form. Please amend the protocol, adding a data-management plan that reflects this and is consistent with all of standard 12.15 of the NEAC standards. 
The Committee asked about the relationship with the New Zealand Neuromuscular Disease  Registry. The Researcher explained that the Registry would be used to identify participants. While it is possible that people who did not wish to be on the registry will be included in this study, only epidemiological data will be collected.  The Committee expressed concern that those patients who did not opt-in to the NNDR registry might not wish for their data to be used in the present study. The Researcher’s opinion was that most patients who are not included in the registry would not have declined to participate, but rather would simply not have gotten around to it. Furthermore, the Researcher argued that referring patients who have not undergone a genetic test to their clinicians would not be for research purposes, but would be about ensuring that patients have access to clinical care. This is because their clinicians may not be aware that they have not had the genetic test.
The Committee further noted that the Registry PISCF gave participants who consented specific options for whether they agreed to participate in future research, and that involving all people involved in the registry in future research by waiving consent would disrespect those who had not consented to future research. The researcher stated that the PISCF was old, and included non-optional options on the consent form, such that those who consented were required to consent to future research.  
 The Committee acknowledged the benefit of ensuring that patients are given access to appropriate clinical care, however stated that it must be balanced with the rights to privacy and confidentiality.
The Researcher argued that the advantage to patients in being informed of their opportunity to take the test would outweigh any infringement on their privacy.

If the above support from the Muscular Dystrophy Association and appropriate data-management plans are provided, the Committee will be satisfied to approve a waiver of consent.
6. The Committee asked to see what information will be sent to patients’ clinicians. 
7. The committee expressed reservations about any future linkage of the data to the IDI. The future linkage was not part of the current application and provisional approval of this application does not include any approval for future data linkage. 
8. The Committee asked for documentation explaining the consultation with Ministry of Health.

Decision 

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

· Please upload the Honours student’s CV.
· Please amend the protocol, amending the data management plan to ensure that data is de-identified and that access to that data is limited, in accordance with Standard 12.15 (National Ethical Standards).
· Please upload the letter or email that will be sent to the patients’ clinicians. Please explain to the Committee how patients will be able to seek more information about the study if they ask for it, or what will happen if they object to their inclusion.  
· Please provide a letter of support from the Muscular Dystrophy Association (National Ethical Standards para 12.29c)

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


	4  
	Ethics ref:  
	20/NTA/63 

	  
	Title: 
	BGB-A317-290-LTE1 

	  
	Principal Investigator: 
	Dr Sanjeev Deva 

	  
	Sponsor: 
	Beigene Aus Pty Ltd 

	  
	Clock Start Date: 
	07 May 2020 


 

Dr Sanjeev Deva and Ms Pallavi Wyawahare were present by 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 an open label extension study using 2 investigational anti-cancer drugs. Participants have responded to either of the agents, or a combination of the 2, in the parent study. The plan is to continue treatment for 4 participants who will be selected based on their previous response as well as clinical and sponsor factors. There are various stopping rules, including sponsor related priorities. 
2. SCOTT approval is being sought separately.

Summary of resolved ethical issues 

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

3. The Committee noted that this submission could have been made as an amendment to the parent study.
4. The Committee asked about the stopping rules for the study. The Researcher explained that traditionally these types of studies were given arbitrary endpoints, because they did not know how long the treatment would be efficacious for. However, as the treatment continued to be effective, they pushed the study period out to two years, at which point the participants were reluctant to stop taking the treatment if their cancers continued to shrink. For that reason, in this study treatment will be stopped if the cancer does not continue to shrink or if the participant is not tolerating it. It is not known how long participants are likely to tolerate this drug.
5. The Committee noted that the study insurance is due to expire. The Researchers confirmed that the insurance will be rolled over at the expiry date.
6. The Committee asked if only the 4 current participants from the two parent studies will be invited onto this study, which the Researchers confirmed.

Summary of outstanding ethical issues

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

7. The Committee asked for a NZ-specific data management plan which complies with the new Standards (please refer to paragraph 12.15 of the National Ethical Standards in doing so). 
The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

8. Please remove the statement that participants will not be compensated for any injury related to the study drugs.
9. Please clarify the reference to the sponsor in the PIS. Currently the sponsor is referred to in various different ways. 
10. Page 17: please correct the final bullet point, noting that compensation must cover injury related to participation.
11. Page 18: please remove the reference to tissue being sent overseas, or otherwise clarify the use of tissue in this study. 
12. Please clarify where data will be stored, in what form and who will have access to what type of data. Please also ensure this is consistent with what is stated in the consent form.
13. Please ensure that all information which appears in the consent form appears first in the PIS. 

Pregnant/partner PIS/CF:  
14. This PIS/CF was in need of amendment, and the Committee stated that reference to the HDEC pregnancy templates would help in identifying the areas in need of improvement. However, it was agreed with the Researchers that as a pregnancy is very unlikely in this study, the PIS/CF could be submitted as an amendment in that case.  As such, the PIS/CF was not reviewed or approved.

Decision 

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

· Please update the participant information sheets and consent forms, taking into account the suggestions made by the Committee.
· Please include a NZ-specific data management plan.

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



	 5  
	Ethics ref:  
	20/NTA/68 

	  
	Title: 
	Dyspnoea and exercise limitation in interstitial lung disease 

	  
	Principal Investigator: 
	Dr Charlotte Chen 

	  
	Sponsor: 
	University of Auckland 

	  
	Clock Start Date: 
	07 May 2020 


  
No member of the research team was present by 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 an interventional study involving participants with fibrotic interstitial lung disease and healthy individuals as controls. It aims to determine whether the peripheral chemoreflex, lung receptor afferents and/or skeletal muscle afferents drives exertional-dyspnoea and limits participant’s exercise capacity. It involves three interrelated sub-studies for the three above-mentioned hypotheses.

Summary of outstanding ethical issues

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

2. The Committee asked for information about the therapeutic options currently available to manage dyspnoea. If they include inhaled therapy for airways disease, how difficult will it be to recruit participants with ILD given that is an exclusion criterion? 
3. The Committee noted that the CI is a Registrar, and asked if the study is being conducted as part of an educational qualification.
4. Please provide reviewer comments from the HRC peer review process. Specifically, the Committee asked about any potential for interaction between the two drugs.
5. The KBILD survey includes questions which might raise depression issues, as might the Hospital Anxiety and Depression Scale (HADS). Please describe what plans are in place for helping participants, and include this information in the PIS.
6. The Committee noted that the application stated that this is not a sponsored, study, yet the study documentation refers in multiple places to the sponsor (e.g. data will be accessed by the sponsor). Please clarify.
7. The data management section of the protocol does not make clear what is de-identified and what is anonymised data. Please refer to paragraph 12.15 of the National Ethics Standards for guidance, and amend the protocol section to ensure it is in line with this standard. 
8. Please explain whether single blinding refers to the participant or to the researcher/experimenter. If it is for the participant , is it appropriate to mention to the participant the drugs (treatment) given to him/her? How will blinding be managed?
9. The Committee asked if there is an emergency protocol (e.g. for severe dyspnoea).
10. The Committee asked, in cases of withdrawal, especially for those participants who would experience severe dyspnoea, will the effect on the sample size how be managed? 
11. The Committee asked for the Researchers to specify why the analysis of the blood sample will wait until a positive result can be demonstrated (noting the injustice to tissue if discarded without analysis), and further what will happen to the blood of Maori participants?

The Committee requested the following changes to the Participant Information Sheet and Consent Form. The below points apply to the main PIS unless otherwise specified:

12. All PISs: The risks were described as minimal. Please specify what the risks are, and the probability of them occurring. Conducting the study in a specialist lab with experienced doctors and emergency equipment will mitigate the risks, however they should still be stated.
13. If the venous cannulation will remain until the second experimental visit, then please note that as a risk of infection.
14. The Committee asked if there is any risk of effect of the Fentanyl remaining in the blood stream after leaving the study site, and if so consider whether participants should be told not to drive.
15. All PISs: the documentation suggests that data will be accessed by the Sponsor, the research team, regulatory authorities and the HDECs. Please clarify what the Sponsor means in this context and what type of data will be accessed (e.g., identified or non-identifiable). 
16. Please clarify whether the internal DSMB is made up of only research team members, or also of other individuals. 
17. Please clarify who will have access to what kind of data and why.
18. Please state that consent forms will be kept for 10 years, not just 6. 
19. Please add more detail about what the screening tests are.
20. Please mention that an exclusion criterion is currently taking regular inhaled therapy for airways disease. 
21. Exclude the ineligibility in the PIS (second question 1st paragraph) since it is already present in the health screening questionnaire, and delete the word ‘exclusion’ in the familiarisation/screening visit. 
22. Please explain all sources and kinds of clinical data in the PIS For example, one of the exclusion criteria is evidence of emphysema on CT scan and pregnancy. 
23. All PISs: The PISs should outline what the questionnaires are – for example, the health screening questionnaire asks about alcohol and smoking. Potential participants may not wish to answer those types of questions and should be made aware of them before they make the effort to attend the research site.  
24. Please ensure the PIS reflects paragraph 12.15 of the NEAC Standards, including, non-exhaustively, rights to access, correct and withdraw data. 
25. Please discuss the possibility of returning individual results to participants. 
26. Please mention which visits will involve blood samples, and are there safety issues with people having Fentanyl in their blood stream after the study?
27. The Committee suggested that noting the side effects of the high dose of dopamine, despite the very low dose of the drug (no expected side effect) to be infused, might scare the patient and might have a psychological effect on them. 
28. Please specify the duration for one session (related to the breathing status of the participant), especially the exercise part which would aggravate the dyspnea. 
29. FUR PIS: the data section requires greater detail – it is insufficient to say: “Your de-identified data may be used in future studies by other researchers only with the permission of the Lead Investigator, Dr Chen”. Please amend and ensure compliance with standard 7.57.

Decision 

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

· Please upload comments from the HRC review.
· Please update the participant information sheets and consent forms, taking into account the suggestions made by the Committee.
· Please update the protocol, taking into account the suggestions made by the Committee.
· Please upload a cover letter addressing the outstanding ethical issues raised by the Committee in 2-11.

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.


	 6  
	Ethics ref:  
	20/NTA/72 

	  
	Title: 
	Listen Up New Zealand 

	  
	Principal Investigator: 
	Chief Executive Natasha Gallardo 

	  
	Sponsor: 
	 

	  
	Clock Start Date: 
	07 May 2020 


  
Natasha Gallardo and Annelieke De Wit were present by 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 research is motivated by a desire to see how the researchers can educate youths on safe hearing practices. It aims to establish a baseline of hearing loss in year 9 students, as well as correlation between demographic profile, lifestyle factors and hearing loss/impairment of the participants. 
2. 10 schools across New Zealand, representative of the diversity in New Zealand’s population, will be selected. The Foundation will approach the school’s Deputy Principal and/or Nurse, and acquire consent from the school prior to study commencement and consent from parents or caregivers through the schools’ consent process. Based on the number of participants per school, the screening technicians, employed by Fit for Work will undertake audiometric screening according to the B4 School hearing screening programme. Year 9 students will be screened each year for five consecutive years. 
3. The audiometric screening will include a series of tones between 1000 and 4000 Hertz (Hz) at 20 to 40 Decibels (dB). Prior to each instance of screening, the hearing screening questionnaire is filled out by the student. Results of questionnaires and audiometric screening will be collected and stored in a secure way that is not accessible to anyone beyond the researchers involved.
4. In case the study uncovers previously unknown hearing loss, parents or caregivers of students will be informed via the Deputy Principal and/or Nurse. Researchers will refrain from giving an opinion about how the hearing loss should be dealt with by a health professional, so as not to interfere with the health professional-patient relationship. If prior consent is given by parents or caregivers, the Foundation will seek information of the outcomes of the full assessment for research purposes. 

Summary of resolved ethical issues 

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

5. The Committee asked if the Researchers have established relationships with the schools at which they wish to undertake the research. The Researchers explained that they have pre-existing relationships with about 10 schools where they have been providing educational information on hearing loss. 
6. It was confirmed that screening will be conducted on students aged 12 and 13 over 5 years, if funding is secured.
7. The Committee asked about the recruitment process. The Researcher explained that consent process will be managed by the school. They will be provided the information and consent forms by the researchers, and teachers will provide those forms to the parents or caregivers, and if the parents or caregivers consent, and the students assent then they will be screened at the school by the research team.
8. The Committee asked if the schools the Researchers will be recruiting from are representative of the New Zealand population. The Researcher confirmed that they have sought funding to conduct the study at schools across New Zealand regions, including in low decile areas and at schools with varying proportions of ethnic groups. 
9. The Committee asked if screening information will be shared with the school. The Researcher explained that if students are found to have hearing loss, those students will be referred to GPs through the school. This process was decided on due to the preference expressed by schools to be able to check that students are accessing the appropriate treatment. 
10. The Committee asked about the privacy agreements of Fit For Work, who will be assisting in the screening of participants. The Researcher confirmed that they are satisfied that Fit For Work have appropriate privacy provisions and confidentiality agreements, which were provided to the Committee.
11. The Committee stated that Māori consultation is needed for this study.
12. The Committee asked if there would be any costs associated with diagnostic tests, which the Researcher explained are provided for free at the DHBs.

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 if there is any risk of incidental findings causing stigma for children who participate. The Researcher responded that stigma is not expected, as their previous experience was that children largely responded with interest and positivity to information about hearing loss. The Committee acknowledged this, but noted that there is still a potential for stigma, discomfort or distress to participants, especially as screening information will be handled by the schools.
The Committee asked if the Researchers will also receive the results of the hearing screening, and the Researchers explained that they would receive it only if the parents or caregivers consented to this. The Committee noted that the results will also go to the school before the students and their families, and stated that some families might not want the principal or other school staff to know about potential hearing loss. The Committee requested that participants be given the option to have any referral go directly to the family rather than through the school. 
14. Please make clear to both the children and the parents with whom data will be shared, and in what form (identified, de-identified or anonymous). In doing so, make clear in both the parent PIS and the student assent form whether the information in the questionnaires will also be accessed by the participants’ parents.

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

15. Assent form: please add the study name and the Researcher’s contact details.
16. Assent form: please add the right for the child to say ‘no’ even if their parents or caregivers consent, both to participation and to incidental findings being shared with the schools.
17. PIS and assent form: please add an optional tick box to the consent form for the school to be informed about indings of the hearing test. Please reflect this in the PIS/assent form, with a statement that, if the child does report a hearing loss, you will seek the parents’ permission to inform the school of this.
18. PIS and assent form: please ensure that ‘caregiver’ is defined and used in a consistent way.
19. PIS and assent form: Please explain the potential for distress if incidental findings are found.
20. PIS only: please state that the diagnostic tests available for students who have hearing loss are free of charge.

Decision 

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

· Please update the participant information sheets 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 Sotera Catapang.


	 7  
	Ethics ref:  
	20/NTA/73 

	  
	Title: 
	(duplicate) Emerging Biomarkers for Monitoring of Congenital Adrenal Hyperplasia 

	  
	Principal Investigator: 
	Mrs Lauren Bresnahan 

	  
	Sponsor: 
	 

	  
	Clock Start Date: 
	07 May 2020 


  
Mrs Lauren Bresnahan was present by 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.

Dr Kate Parker declared a potential conflict of interest, and the Committee decided that she would be allowed to remain present for the discussion of the application but would not vote on the Committee’s decision. 

Summary of Study

1. This is a re-submission of an application that was previously declined by the Southern HDEC.
2. This is a descriptive study which aims to measure 11-oxygenated Steroids by Liquid Chromatography-Spectrometry for monitoring of Glucocorticoid Replacement Therapy in Congenital Adrenal Hyperplasia (CAH). It aims to develop a bloodspot method to measure 4 new markers and to assess their potential to replace or complement 17OHP monitoring in growing children with CAH. Data will be collected from Guthrie cards of children with the condition. Unused donated blood form the NZ Blood Service will also be used for method development.  

Summary of resolved ethical issues 

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

1. The Committee queried how the concerns raised in the previous review by Southern HDEC had been addressed. The Researchers noted the concerns about using tissue samples without informed consent, and stated that they will now only be using samples that are more than 6 months old, which will not be identifiable to the Researcher, and that clinical records will not be accessed. It was clarified that Guthrie cards are not from newborn babies, but are from people (mostly children)who have been diagnosed with CAH and who have blood spots taken to monitor the response of the adrenal glands to therapy. They will be used in this study only to correlate the steroid levels in the blood between the Standard of Care test and the new test which they have developed. 
2. The Committee asked how children with CAH currently receive the Guthrie cards to collect their bloodspots. The Researcher explained that the Guthrie cards  are sent by post which enables the tests to be carried out in their own homes and then posted in to the clinic. This presents a great opportunity to improve equity of access to treatment.  
3. The Committee asked whether the procedure will be developed from the samples of those 40 participants, or whether it will be developed from other samples. The Researchers confirmed that the data accessed will be from those 40 samples. The samples would be further used for method validation, however will be de-identified. 
4. The Committee asked if the Researchers had considered the impact of this disease on Māori. The Researchers explained that they do have ethnicity data for the condition, and are seeking Māori consultation, but this is still pending.

Summary of outstanding ethical issues

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

5. It was confirmed that the project is being conducted as part of a Masters project of Dr Fabrice Merien, with Mark de Hora supervising her. The Committee asked to see Dr Merien’s CV.
6. The Committee noted that the study seeks to involve 40 participants, and asked if a PIS/CF could be sent with the Guthrie cards to those 40 potential participants to seek their consent for the use of their tissue in this research. The Committee noted that consent to the use of tissue is a default starting point and noted that Southern HDEC had also requested that the use of tissue be consented.  The Researchers responded that the test they’re willing to develop is not a new test, but a different marker in response to a therapy. As such, it is similar to quality improvement where residual samples are routinely used without consent. The Committee noted however that this is research, and therefore for a waiver of consent to be given it needs to be shown that obtaining consent is either impractical, threatens the scientific validity of the study, or that the benefit of the study outweighs the value of the privacy of those involved. The Committee decided that given the small number of participants and the ease with which consent could be sought (i.e. in conjunction with the posting of the Guthrie Cards) a waiver of consent was not accepted.
7. The Committee stated that a stand-alone protocol should be submitted. More detail is needed in the protocol around exactly what procedures will be undertaken and with what data/tissue. Furthermore, information about how identifiable data will be kept confidential is also needed. Please refer to, and ensure compliance with paragraphs 12.11-12.25 and 14.16-14.18 of the NEAC Standards.

Decision 


This application was provisionally approved by consensus. Approval is granted for access of the donor blood from the NZ Blood Service, however commencement of all other aspects of the study is subject to the following information being received:

· Please upload the CV for Dr Merien.
· Please amend the study protocol as suggested by the Committee as well as to detail the consent process.
· Please provide a PISCF to seek consent for the use of the Guthrie cards.  This will need to include a PISCF for parents to consent for children who are unable to consent for themselves and also assent forms for the various age groups – please refer to the HDEC website for relevant templates. 

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


	 8  
	Ethics ref:  
	20/NTA/70 

	  
	Title: 
	Study Evaluating AZR-MD-001 in Patients with Meibomian Gland Dysfunction (MGD). 

	  
	Principal Investigator: 
	Professor Dean Corbett 

	  
	Sponsor: 
	Avania 

	  
	Clock Start Date: 
	07 May 2020 


  
Professor Dean Corbett, Charles, Steve Cross was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a phase 2b study evaluating a novel treatment of Meibomian Gland Dysfunction in 30 participants. Meibomian Gland Dysfunction is a chronic disease of the eyelids which leads to irreversible disruption of the tear film, and causing symptomatic variability in vision and chronic discomfort for patients. There is no known, reliable, effective, practical way of reversing that damage. The available therapeutic treatments for the disease, are varied, time consuming, not of clearly proven efficacy. Some are expensive and involve devices. This study will evaluate a topical agent that can easily be applied by a patient at home, with a greater established safety profile than other treatments. 

Summary of resolved ethical issues 

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

2. The Committee asked how efficacy will be determined in the study, given the low number of 30 participants. The Researcher stated that the endpoints being measured are the Meibomian Gland Score as well as patient-reported outcomes. The efficacy of SOC treatments is quite high, however those treatments are cumbersome for the patients in terms of cost and the need to attend in-clinic visits. The active component of the agent has been evaluated in a separate study in Australia showing a strong response, so it is expected that a small population should be able to determine efficacy. 
3. It was clarified that the inclusion/exclusion criteria for all participants is the same. The participants will be randomised to either control or active arms after screening.
4. The Committee asked if a statistician has looked at the study. The Researchers confirmed that two independent statisticians have looked at the study, and there is over 90% power to determine the difference between the two arms. This is unusual for such a low number of participants, and is due to the high rate of responders in the phase 2a study. It was further clarified that scientific review will be undertaken through SCOTT.
5. The Committee asked about recruitment. The Researchers stated that they run a dry-eye service and have already identified patients who are likely to meet the entry criteria. For this reason, no additional recruitment tools are needed.
6. The Committee noted the differing rationale for the study between that in the protocol and that given by the Researchers, and asked for clarification as to whether there is a successful alternate treatment that this study should be comparing against. The Researchers explained that the literature around dry eye is complicated and there is a lot of disconnect between what is being published as “an effective treatment” based on patient-reported outcomes. However, the SOC treatment has not been shown to have a measurable outcome other than on the patient response; there are no approved pharmacodynamic treatments for MGD. This study will look both at the patient responses and an objective measure based on the physiology of the disease. For this reason, the treatment cannot be considered directly comparable to the SOC. 
7. The Committee asked what evidence supported the use of selenium for this condition. The Researchers explained that there have been to date 6 studies on the use of selenium in this condition, including two proof of concept studies by the same Researchers. 

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 for greater information about what participation involves to be added to the advertisements
9. The Committee asked for the insurance certificate to be New Zealand-specific.
10. Please create a NZ-specific data management plan. This should include information about where participant data will be stored, who will have access to it and in what form (identified, de-identified or anonymous). Please refer to chapter 12 of the Standards, especially for sending data overseas and FUR.
11. Please add information in the data management protocol about how data will be managed after the end of the study.

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

12. Please add the risks involved in participants not taking their usual treatments for MGD. 
13. Please mention that there has already been a first-in-human trial or that there is an on-going trial. 
14. Please ensure that the PIS distinguishes between identifiable and de-identified data (and anonymised if relevant), and who will get it and why.
15. The sponsor should not get identifiable data so the wording of this statement must change: “Your personal health information obtained during this research study are subject to inspection (for the purpose of verifying the procedures and the data) by the relevant authorities and authorised representatives of the sponsor, the institution relevant to this Participant Information Sheet, [site name] or as required by law. These authorised users will receive full access to your original personal health information, which may or may not include your name.” 
16. Please clarify who is the Sponsor – the parent company or the Australian company – and make sure this is consistent in patient-facing documentation.
17. Please specify where data will be sent overseas. 
18. Please specify what data will be used for future unspecified research. 
19. Questionnaires: please remove participants’ initials, and only use study ID (this should be done on all documentation). 
20. Please add information on how risk due to the COVID-19 pandemic will be managed at the current alert level.
21. The HDEC template wording for reliable method of birth control is about to be updated and will not include abstinence, please remove this from the PIS. 
22.  Please remove the statement about stopping the study due to the commercial interests of the sponsor.
23. Please check for consistency across the protocol, PIS and consent form with regards to the disposal of urine samples.
24. Please remove the requirement for participants to provide receipts for their travel costs.
25. Page 7: please change "are participating in another research study currently " to “clinical trial”. 
26. Page 14: please correct the advocacy email. 
27. The pregnant partner PIS was not approved due to the issues below. In the event of a pregnancy, please submit this PIS as an amendment to the study.
· The MNZ guidelines provide: “1.3 compensation should be paid to a child injured in utero through the participation in a clinical trial of the subject’s mother as if the child were a patient-volunteer with the full benefit of these guidelines.” Please amend accordingly.
· Please state that the records containing the information obtained during the study will be archived for 10 years after child turns 16, not for 15 years. 
· Please amend the following sentence, makes no sense for the woman if she was not a main study participant: “information about you and your child may be obtained from your health records held at this and other health services for the purpose of this research.” 
· Please add greater detail to how data will be used for FUR. 
· The PIS states that data will go to the Australian Sponsor. If data will also be sent to the parent company in Israel, please state this.
· Please clarify which data is identifiable, which is de-identified, and what kind will go to whom and why.
· Please check for references to regulations that are not relevant in New Zealand. 
· The CF for post-birth is not in line with the National Ethics Standards and misses various sections that can be found on the HDEC template. Most notably, a section is required for re-consenting the child. 
· If the mother (and baby) are considered as research participants, please state that their data will be coded with unique identifiers. 
· Please remove reference to race.

Decision 

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

· Please make the insurance certificate New Zealand-specific.
· Please update the protocol and add a New Zealand-specific data management plan.
· Please update the advertisements, taking into account the suggestions made by the Committee.
· Please update the participant information sheets 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 Mrs Kate O'Connor and Dr Michael Meyer



	 9  
	Ethics ref:  
	20/NTA/74 

	  
	Title: 
	BIOFLOW-DAPT 

	  
	Principal Investigator: 
	Dr Jithendra Somaratne 

	  
	Sponsor: 
	BIOTRONIK Australia Pty Ltd 

	  
	Clock Start Date: 
	07 May 2020 


  
Dr Jithendra Somaratne was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a trial of a coronary artery drug eluding Stent (Orsiro Mission Stent System by BIOTRONIK v. Resolute Onyx) in participants with a high risk of bleeding for whom a shorter duration of dual anti-platelet therapy (Aspirin and one other anti-platelet medication which could be clopidogrel or ticagrelor) for 30 days post stenting is thought to be beneficial (vs longer duration). Participants will be given a single anti-platelet therapy until the end of the study at 12 months

Summary of resolved ethical issues 

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

2. The Committee stated for future reference that a.1.6 should have identified the main ethical issues in this study, as there are always ethical issues in research.
3. The Committee asked for clarification if there is the option within the study for the CI to decide to prolong treatment if considered beneficial, which the Researchers confirmed.
4. The Committee asked how potential participants would be recruited into this study. The Researchers explained that after consenting, the patients will be screened to identify those who meet the inclusion criteria and those who do not meet any of the exclusion criteria.
5. The Committee asked what this study hopes to demonstrate in addition to what has been established in the Onyx-1 study. The Researchers explained that the Onyx-1 study compared the Onyx-1 stent to the biofreedom stent, which is not standardly used any more. This study will compare the Onyx-1 stent to the Orsiro Mission Stent System.
6. The Committee noted that both stents being compared are approved for clinical use in New Zealand, and asked if there was equipoise between them. The Researcher explained that there was no clear reason to suggest that one stent is superior to another, and that cost determines which is used in standard of care.
7. The Committee asked about the risk of bleeding. The Researchers explained that patients will be informed and consent to the SOC procedure. The risk of bleeding is no greater in this study, and as such has not been stated in the information sheet. 
8. The Committee asked if there is a management plan to manage any incidental findings such as depression which may come up due to participants’ responses to the questionnaire. The Researchers explained that if incidental findings were identified in the questionnaire this would be discussed first with the patient, and if they would like it to be escalated, they will then contact their GP.
9. The Committee asked if ethnicity data will be collected. The Researchers explained that participants will have their ethnicity data collected as part of SOC. 
10. The Committee asked if any New Zealand-specific sub-analysis will be done, however the Researchers stated that the number of participants in New Zealand is too small for any analysis.
11. The Committee asked how the relatively low risk of clotting post-stenting would be balanced against the risk of bleeding for at-risk patients. The Researchers explained that patients with a prohibitively high bleeding risk would preferably not be stented in the first place, and as such would not be considered for this study. However, those with a lower but still elevated bleeding risk may be eligible. The results of previous studies indicate that with a shorter period of dual anti-platelet therapy the risk of bleeding is lower, and furthermore dual anti-platelet therapy will reduce the risk of future adverse events. This study will compare two stenting devices but with the same duration of dual anti-platelet therapy.

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 asked for the insurance certificate to be made New Zealand-specific.
13. The Committee asked which data will be stored in an identifiable format, and how. The Researchers explained that data will be stored within a secure archiving facility, some of which will be identifiable. At the end of the study some data will be stored off-site, but that data will be de-identified with a unique study number. The Committee asked for a New Zealand-specific data management plan to the protocol, referring to chapter 12 of the National Ethics Standards.
14. The Committee asked to see the participant daily diary.
15. The Committee asked to see a further peer review, to ensure that the risks in the study are well accounted for.

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

16.	Please state in the PIS that the 30-day follow can be via telephone or during a clinic visit. 
17.	Please add the right for participants to access and correct their data (refer to the HDEC template).
18.	Please state how long data will be stored for and how it will be destroyed.
19.	Please state if there the data may be used for any future research.
20.	Please add a compensation clause (refer to the HDEC template for guidance).
21.	Please add to the PIS that participant data may be sent to their GP, to reflect the clause in the consent form.

Decision 

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

· 	Please upload a new New Zealand-specific insurance certificate.
· 	Please upload the participant daily diary.
· 	Please update the protocol as suggested by the Committee, including the addition of a New Zealand-specific data management plan.
· 	Please upload evidence of a further scientific review.
· 	Please update the participant information sheets 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 Dr Christine Crooks and Mrs Kate O'Connor.


	 10  
	Ethics ref:  
	20/NTA/75 

	  
	Title: 
	GPX Embolic Device Study 

	  
	Principal Investigator: 
	Associate Professor Andrew Holden 

	  
	Sponsor: 
	Fluidx Medical Technology, LLC 

	  
	Clock Start Date: 
	07 May 2020 


  
A/Professor Andrew Holden and Eileen were present by 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 she would be allowed to remain present for the discussion of the application but would not vote on the Committee’s decision. 

Summary of Study

1. This is a single-arm, open label, non-randomized, prospective, first in human feasibility study to evaluate the use of the GPX Embolic Device in the peripheral vasculature. It aims to evaluate the safety and early indicators of performance for the GPX Embolic Device. It involves 20 patients and the study will lasts for one year.
2. Catheter embolization involves occluding, or blocking, a blood vessel to stop blood supply to a specific area. This type of procedure is usually performed to control or prevent abnormal bleeding and is an alternative to open surgery. With catheter embolization, medications or synthetic materials (called embolic agents) are placed through a small tube (catheter) into a blood vessel, blocking blood flow to the area. Additionally, catheter embolization can be used as the sole form of treatment or prior to another surgery as blocking off the blood flow to a damaged area can make surgery safer. There are a number of different agents that may be used during an embolization including glue, coils and vascular plugs. These agents require the delivery catheter tip to be accurately positioned within the blood vessel to ensure only the vessel to be occluded is treated.
3. The device that will be used in this study is the GPX Embolic device. It is anticipated the GPX Embolic device will provide more precise control of the embolic material delivery to the target location compared to currently marketed embolic materials while providing equal or potentially superior occlusion of the target vessel. The device has been developed to occlude target vessels while minimising the effect on surrounding tissue and allowing for future treatments if needed.
4. The study aims to confirm the results of animal studies on safety and tolerability, and build on in-vitro data.

Summary of resolved ethical issues 

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

5. The Committee asked if the Researcher was satisfied from the animal studies that this product is ready to deploy in human patients. The Researcher stated that they have trialled the device in vitro, and were satisfied by its usability.
6. The Committee asked for clarification whether the method of delivery was standard, and that the two embolic products were the novel aspects of the delivery, which the Researcher confirmed.
7. The Committee queried whether the sponsor representative is likely to be present for the in-vitro models and use in participants, which the Researcher confirmed. The Researcher explained that given the COVID-19 restrictions, the sponsor’s representative would observe the procedure by video, but based on recent similar experience he was satisfied that this would not compromise the safety of the trial. The Researcher further commented that the procedure could be easily switched to standard of care if they were not happy with the set up.
8. The Committee asked if there would be independent monitoring during the 30-day period after the first five cases. The Researcher explained that during that a safety committee will review the data at the 30-day mark and will then discuss the results with the CI. 
9. The Committee asked if the study will be conducted at multiple sites, which the Researcher confirmed would be considered after the data from the first five participants (conducted at one site) has been seen.
10. The Committee asked for clarification on what information will be sent overseas to the sponsor and in what form. The Researcher explained that de-identified images as well as data will be sent overseas, but not tissue.

Summary of outstanding ethical issues


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

11. With regards to the option to switch to standard of care if the procedure is not considered beneficial, the Committee asked whether participants would be previously informed of the SOC procedure, and suggested that this information could be included in the PIS. The Researcher explained it would be difficult to describe this in detail, as the procedure used will vary greatly depending on the situation. The Committee asked for a brief message to be added to the PIS explaining how the experimental treatment may be switched to SOC.
12. Please note the unknown risk in using these two polymers, and state risks in a more lay-friendly way.
13. Please state that the monitor may not be able to attend the procedure in person and may observe via video. If there are any risks associated with remote video monitoring by the sponsor, please mention these in the PIS. This includes notifying participants of any intention to record the procedure and the storage and access to such recording (if relevant).
14. Risks section: please ensure that all significant risks from the IB and protocol are mentioned. This may include:
· Potential anticipated adverse effects of a transcatheter embolization procedure, not necessarily related to the embolic device/agent 
· The potential adverse effects in delivering or using any embolic device/agent vary depending on the condition being treated and the delivery techniques used. 
· Residual risks associated with use of the GPX Embolic Device, as identified through risk analysis include the following: that it may potentially impede future diagnosis and treatment or potentially lead to an inability to visualize the material during the procedure.
15. Please proof-read for relevance to NZ.
16. Please outline the ADHB policy for handling tissue.
17. The alternative treatment methods section states there ‘could be a commercially available device’ – please state that there are multiple alternative devices.
18. Please advise where the Sponsor is based and which overseas countries data may go to, and include an overseas privacy warning statement in the PIS. 
19. Please state in the body of the PIS what happens to data on withdrawal.
20. Please amend the ‘cultural statement’ section, and refer to the HDEC template for guidance.
21. Please accommodate in the PIS and also in the CF for the return of participants’ tissue if they wish.
22. Please outline what will happen if there are incidental findings from the analysis.
23. Please make clear if the data will be stored indefinitely or destroyed.

Decision 

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

· Please update the participant information sheets 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 Michael Meyer.



Substantial amendments


	11  
	Ethics ref:  
	AKL/2000/270/AM18 

	 
	Title: 
	Neuroblastoma Biology Studies and Banking of Samples 

	 
	Principal Investigator: 
	Dr Tristan Pettit 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	21 April 2020 


 
Sara Parkin was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a Children’s Oncology Group (COG) biology study and tissue bank for children who are suspected to have neuroblastoma. Participation involves testing on biopsy or resection samples, with those samples being sent overseas for banking. 
2. Participation in this study is an entry criterion for the study Project Every Child, which provides experimental treatment for children who otherwise have few options for treatment of neuroblastoma. 
3. This study first applied to HDEC in 2000 and is now submitting amendment 18in response to personnel changes to the study chair, vice chair, and study committee. In addition, the study duration and accrual ceiling have been increased from 12,000 to 15,000 participants to allow a mechanism for risk group assignment and enrolment of patients on to frontline NBL trials until the completion of the operational tasks needed to permit transition to Project Every Child. Revisions to the protocol and consent documents have been made to incorporate the duration and accrual ceiling. 
4. The Information Sheet and Consent Form are being merged into one document, and updated to the most recent American format. 
5. The previously separated Adolescent and Young Adult forms and Participant forms have been merged into one over-arching Participant form. 
6. A generic Information Sheet and Consent Form for Future Unspecified Research (and Re-consent 16+) for this study has been submitted. This is to provide participants with more information about possible future uses of tissue. 

Summary of outstanding ethical issues

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

7. The Committee noted the introduction of the National Ethics Standards since the study first received ethics approval, in addition to various incremental improvements in the ethical standards in the years preceding. Due to these changes in the ethical standards, the study documents and in particular the PISCFs and assent forms need to be substantially updated. The Committee strongly recommended that the Researchers refer to both the National Ethics Standards and the templates available on the HDEC website when amending the PISCF documents. One particular requirement of the PISCF documents not made explicit in the HDEC templates is that all points in the consent form must be explained in the body of the PIS – they cannot appear for the first time in the consent form.  The Committee wished to highlight in particular standards 7.58 (Consent for biobanking); standard 12.44 (regarding databanking); standard 7.57 (regarding future use of data); and standards 12.16a and 12.17 regarding required risk statements for sending data overseas.
8. Furthermore, the Committee asked that the PISCF documents be made appropriate for New Zealand, e.g. references to Certificate of Confidentiality from the federal government and information about the OHRP, FDA and IRBs need to be removed.
9. In addition, the Committee stated that data and tissue samples being stored or sent overseas should be done so in a de-identified (coded) except where identifiers are necessary. 
10. The Committee further stated that the new ethical standards require a data management plan.
1. The Research Coordinator expressed concern that delaying the approval for the biology study might lead to patients not being able to be included in the Project Every Child study. The Committee asked why it is a pre-requisite for participants to join onto the biology study, which is primarily an international tissue bank, to get access to therapeutic (experimental) treatment. The Research Coordinator explained that by using the tissue bank greater information on the genomics of their cancer can be gathered, which is necessary to determine the appropriate treatment. The Committee acknowledged the value of children having the option to enrol in Project Every Child, however stated that the HDECs are only able to approve research which is compliant with the National Ethics Standards. The Research Coordinator noted that this situation has arisen due to the fact that a new ethics approval would have been sought when the neuroblastoma study was planned to merge with Project Every Child, however this has not yet been done.

Decision 

The Committee notes that protocols for international clinical trials are often designed overseas and applied to a New Zealand context with limited opportunity for alteration. Nonetheless, the HDECS expect NZ researchers to make every effort to adapt the protocol, or local study processes, as necessary to the New Zealand context to ensure due respect is accorded to NZ participants (Standard 3.7). In particular, standard 3.7.a refers to the expectation of engagement with Maori.  This is especially important in the context of the COG studies with tissue and data going overseas, given the traditional Māori view that tissue is a taonga (articulated at pages 189-190 of the Standards). However, evidence of Māori review is not specifically required for the approval of this progress report or associated amendment.

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

· Please amend the study protocol, ensuring that all tissue and data is de-identified before being sent overseas (National Ethics Standards para 14.19; 12.12).
· Please amend all PISCF/assent documents to ensure that they align with all aspects of the National Ethics Standards (7.15; 7.16; and table 7-1).
· Please provide the Committee with New Zealand-specific data management plan as well as the tissue-management plan (National Ethics Standards para 12.14; 12.15; 14.16).

After receipt of the information requested by the Committee, a final decision on the application will be made by all members of the Committee.
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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 Children’s Oncology Group (COG) biology study and tissue bank for children who are suspected to have neuroblastoma. Participation involves testing on biopsy or resection samples, with those samples being sent overseas for banking. 
2. Participation in this study is an entry criterion for the study Project Every Child, which provides experimental treatment for children who otherwise have few options for treatment of neroblastoma. 
3. This study first applied to HDEC in 2000 and is now submitting the 10th annual progress report since the study was transferred to RED.

Summary of outstanding ethical issues

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

4. The Committee asked if there was information available on the number of participants in New Zealand and their progress. The Research Coordinator explained that as neuroblastoma is quite rare, they do not conduct analyses on local data but rather pool into an international group. However, the Research Coordinator agreed to produce New Zealand-specific data.
5. This progress report was considered in conjunction with amendment AKL/2000/270/AM17, and as such the ethical issues are the same. For the study to retain its ethical approval, the PISCF/assent forms and protocol need to be amended to align with the National Ethics Standards.

Decision 

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

6. Please upload a cover letter informing the Committee of the number of participants in New Zealand and their progress plan (National Ethics Standards para 11.28).
7. In addition to the above, the same requirements as for amendment AKL/2000/270/AM17 need to be met for this progress report to be approved. Those are:
· Please amend the study protocol, ensuring that all tissue and data is de-identified before being sent overseas, (National Ethics Standards para 14.19; 12.12).
· Please amend all PISCF/assent documents to ensure that they align with all aspects of the National Ethics Standards (7.15; 7.16; and table 7-1).
· Please provide the Committee with New Zealand-specific data management plan as well as the tissue-management plan (National Ethics Standards para 12.14; 12.15; 14.16).

After receipt of the information requested by the Committee, a final decision on the application will be made by all members of the Committee.

 



General business

a. 1.	The Committee noted the content of the “noting section” of the agenda.

a. 2.	The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	16 June 2020

	Meeting venue:
	Via videoconference




a. 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 6:00pm.
