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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	21 July 2020

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



	Time
	Item of business

	1:00pm
	Welcome

	
	Confirmation of minutes of meeting of 16 June 2020

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

	
	i 20/NTA/112
ii 20/NTA/110
iii 20/NTA/111
iv 20/NTA/108
v 20/NTA/113
vi 20/NTA/114
vii 20/NTA/118  
viii 20/NTA/116
ix 20/NTA/117


	5:45pm
	General business:
Noting section of agenda


	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 

	Mrs Kate O'Connor 
	Lay (consumer/community perspectives) 
	29/01/2020 
	29/01/2021 
	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 


 

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 June 2020 were confirmed.



New applications 

	 1  
	Ethics ref:  
	20/NTA/112 

	 
	Title: 
	TOPUPS 

	 
	Principal Investigator: 
	Professor Cathy Stinear 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 July 2020 


 
Dr Marie-Claire Smith & Ms Phoebe Ross were present by video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. People admitted to Auckland City Hospital with stroke are offered a prediction for their hand and arm recovery as part of routine clinical care, using a validated prediction tool. Those who have the potential for an excellent recovery do not always achieve their full potential within 3 months of their stroke. 
2. This study will explore whether a boost of intensive physiotherapy starting 3 months after stroke can help people achieve their full potential for hand and arm function. 
3. Potential participants will be approached during their hospital stay, and asked for their permission to be contacted about 6 weeks after their stroke. If they agree, Researchers will send them the Participant Information Sheet, and then discuss it with them to see whether they are interested in taking part. 
4. Those who consent to participation will complete some clinical assessments between 2 and 3 months post-stroke, and then begin a therapy programme at 3 months. 
5. The programme involves a combination of supervised and unsupervised therapy sessions, one hour per day, six days per week. The physiotherapist will provide therapy in person or via videocall, or a combination of both, in accordance with participant preference wherever possible. 
6. Follow-up assessments will be made by a blinded researcher at the end of the four-week therapy programme, and again at 5 and 6 months post-stroke. 
7. This small-scale proof-of-concept study will enrol up to 30 participants, and includes a qualitative component to understand the experiences of patients and whānau.


Summary of resolved ethical issues 

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

8. The Committee queried the lack of external peer review for the proposed study. Given that the Researcher’s PhD had been accepted, the Committee agreed that the institutional Research Review Committee’s review would be sufficient.
9. The Committee queried whether the DHB Research Office is nominated as project sponsor. The Researcher stated that it was and that the proposed project is going through their processes concurrently with HDEC review.
10. The Committee queried how consent and the timing of recruitment is managed along with potential vulnerability of participants. The Researcher stated that most people who don’t have clear and significant cognitive deficits can provide informed consent. Additionally, recruitment will occur six weeks post-stroke, so no recruitment will occur in an acute setting. Any concerns about competence will be discussed with the potential participant’s Speech Language Therapist or Occupational Therapist. The Researchers will also offer to talk to the family of the potential participant as needed.
11. The Committee queried the upper cut-off for ability for participants (ie, have an ARAT score > 45 points at 2 months post-stroke), and whether there is a risk of causing distress to those who are close to that cut-off or even above it. The Researcher stated that those who are above this threshold will still be included in the study in case there is any benefit, but their data will not be used due to the risk of creating a ceiling effect in the data. This means that participants will not be at risk of being recruited, assessed, and then dropped from the study.
12. The Committee queried whether physiotherapy sessions would be recorded. The Researcher stated that they would not, and that they would take place via the platform that suited each participant the most (e.g., Zoom). 
13. The Committee queried whether participants are identifiable from the interviews. The Researcher stated that the interviews  are audio recorded and transcribed into a de-identifiable form.
14. The Committee queried the option for participants to choose session preference and what would happen if they don’t get their first choice. The Researcher stated that they are uncertain of the proportion of participants who will prefer telehealth over in-person, so are giving participants the option to rank their preferences. From there it is effectively a “first come, first serve” system based on preference and the participants who are recruited first.
15. The Committee queried whether participants being assigned to their preference will introduce bias into the study. The Researcher stated that, due to the small size of the study and the fact that they considered the proposed study as more of a proof-of-concept design, led to them being satisfied that participant preference would actually be useful, rather than confounding, data.
16. The Committee queried whether there were any safety concerns for participating in telehealth versus in-person sessions. The Researcher stated that recent studies have shown those engaging in telehealth do not experience worse outcomes than those engaging with healthcare in person. Additionally, both groups are still receiving greater than standard care, so any difference between groups will be regarding the degree of benefit, rather than whether there is a benefit or not.
17. The Committee queried whether data from this study will be shared with any other organisations, either in identifiable or de-identified form. The Researcher stated that there is no intention to share raw data, with the exception of results being communicated to a participant’s GP and clinical team as necessary.
18. The Committee queried whether any security issues with the video conferencing platform were anticipated by the Researchers. The Researchers stated that the platform had not been finalised yet, but would use telehealth protocols and platforms already in place for existing telehealth services.
19. The Committee queried what follow up exists for participants experiencing psychological distress. The Researcher stated that the clinical team includes a health psychologist, and that the hospital has clinical psychologists available as needed.

Summary of outstanding ethical issues

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

20. Please submit the Research Review Committee peer review document, including the response to this peer review from the Researchers.
21. Please submit the institutional protocol for the safety of researchers conducting home visits.

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

22. The Committee stated that the Researchers should advise participants who have an ARAT score which is > 45 points that their data will not be used for the study, and that they have the option to leave the study, continue participation, and/or have their data kept for future analysis.
23. Please amend the PIS for whānau to clarify that the main participants have already agreed to participate in the study and suggested that the whānau will be good to talk to, but that whānau are not obliged to participate.
24. Please amend the sentence in the main PIS describing the intervention as a “boost” to physiotherapy, replacing the term with “extra” physiotherapy so as not to mislead potential participants.

Decision 


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

· Please submit the Research Review Committee peer review document, including the response to this peer review from the Researchers.
· Please submit the institutional protocol for the safety of researchers conducting home visits.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above)

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



	 2  
	Ethics ref:  
	20/NTA/110 

	 
	Title: 
	ASCEND 

	 
	Principal Investigator: 
	Dr John Beca 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 July 2020 


 
Miss Claire Sherring & Dr Anusha Ganeshalingham were present by video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. ASCEND is a prospective, multi-site, international observational study with no interventions. ASCEND addresses profound gaps in knowledge about long term outcomes for children with Paediatric Acute Respiratory Distress Syndrome (PARDS) and about the optimal Extracorporeal Membrane Oxygenation (ECMO) initiation strategies. 
2. The ASCEND Study (ARDS in Children and ECMO initiation strategies impact on NeuroDevelopment), will measure long-term functional status in children receiving ECMO from centres capable of providing maximal conventional therapies. 
3. Sites will be selected from the 400-site Extracorporeal Life Support Organization (ELSO) Registry, an international ECMO registry that records mechanical ventilator pressures when intensivists initiate ECMO. ELSO does not currently measure long-term functional outcomes. 
4. The Researchers plan to prospectively follow up with 500 ECMO supported children with severe PARDS, filling this critical knowledge gap in PARDS treatment. These children will then serve as a control group, to be compared to a treatment group of subjects enrolled in the Prone and Oscillation Pediatric Clinical Trial (PROSpect 19/NTA/60). 
5. PROSpect is an international randomized, controlled clinical trial of supine/prone positioning and conventional mechanical ventilation/high-frequency oscillatory ventilation in children with severe PARDS. Approximately 50 pediatric intensive care units are participating. PROSpect reserves ECMO initiation until PROSpect protocol failure. 
6. For the children enrolled in PROSpect, some children will continue on to ECMO initiation while others will not. ASCEND will use comparative effectiveness methods to compare children in the control group (subjects from the ELSO registry: typical practice ECMO initiation) to children in the treatment group – who do and do not receive ECMO (all PROSpect subjects: protocolized ECMO candidacy).


Summary of resolved ethical issues 

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

7. The Committee queried when Quality of Life surveys would be administered. The Researchers stated that recruitment would occur within 96 hours of ECMO, during the acute period in ICU, another at discharge from PICU, and finally 28 days after hospital discharge.
8. The Committee queried the duration of the PROSpect study. The Researchers stated that it is for four years.
9. The Committee queried the justification for administering the questionnaire 28 days post-discharge. The Researcher stated that this is because the parental questionnaires for PROSpect and ASCEND are the same and administered at the same time points.
10. The Committee queried how the risks associated with anticoagulant dosing will be managed. The Researcher stated that this risk will be managed as part of standard care.
11. The Committee queried whether the reference to koha in the protocol was intentionally excluded from the New Zealand PIS. The Researcher confirmed that this is intentional.
12. The Committee queried whether there is a separate adverse event plan for New Zealand sites. The Researcher stated that anything of concern is relayed back to the PI as soon as results are returned, and existing support pathways will be activated.

Summary of outstanding ethical issues

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

13. Please amend the statement in the protocol that the primary endpoint will be mortality related to ARDS, to include mortality for any reason.
14. Please amend the protocol, or provide the Committee with information on the ELSO Registry and other overseas registries that study data will be sent to.
15. Please clarify what data is sent to which Registries, and what parts of this is standard of care and what is additional as part of this study.
16. Please provide all questionnaires that will be administered in this study.
17. Please provide a copy of the brochure that study nurses will be giving to potential participants prior to them receiving the PIS.
18. Please provide a NZ specific data management and governance plan to comply with Standards 12.14 and 12.15.  This must include, non-exhaustively, information about the storage and protection of data at the American University,  NZ record retention is 10 years after the child turns 16, information about data being transmitted to and stored at the Biologic Specimen and Data Repository Information Coordination Center (BioLINCC), for use by other researchers including those outside of the study and details about the ELSO Registry. 

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

19. Please amend the section of the PIS that states that choosing not to answer a question will not affect treatment, as not answering questions means that the endpoint cannot be determined. Please provide clarification for this in the PIS.
20. Please amend the advocacy email address on the PIS to the updated address: advocacy@advocacy.org.nz.
21. Please remove the ACC statement from the PIS, as this does not pertain to observational studies.
22. Please ensure that the PIS includes information on data being sent overseas and used by other researchers to comply with Standards 12.16 and 12.17 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).  
23. Please include information about the transmission of data to the BioLINCC which the protocol sates will be included in the informed consent. 
24. Please improve the information about how data will be shared, to whom and why. For example, to regulatory agencies and that the child’s data will be entered on the ELSO Registry and the BioLINCC for use by other researchers including those outside of the study. Please refer to the HDEC template for PISCF which includes a new section on data.
25. Please add in rights of correction of data
26. Please include, on the CF, that the continued use of data is optional – currently it is not. 
27. Please address GP involvement in the body of the PIS – it should not be raised for the first time in the CF

Decision 

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

· Please amend the statement in the protocol that the primary endpoint will be mortality related to ARDS, to include mortality for any reason.
· Please amend the protocol, or provide the Committee with information on the ELSO Registry and other overseas registries that study data will be sent to.
· Please clarify what data is sent to which Registries, and what parts of this is standard of care and what is additional as part of this study.
· Please provide all questionnaires that will be administered in this study.
· Please provide a copy of the brochure that study nurses will be giving to potential participants prior to them receiving the PIS.
· Please provide a NZ specific data management and governance plan to comply with Standards 12.14 and 12.15.  This must include, non-exhaustively, information about the storage and protection of data at the American University,  NZ record retention is 10 years after the child turns 16, information about data being transmitted to and stored at the Biologic Specimen and Data Repository Information Coordination Center (BioLINCC), for use by other researchers including those outside of the study and details about the ELSO Registry. 
· Please amend the Participant Information Sheet and Consent Forms, taking into account feedback provided by the Committee (above).

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


 

	 3  
	Ethics ref:  
	20/NTA/111 

	 
	Title: 
	CloSure Study 

	 
	Principal Investigator: 
	Mr Andrew Hill 

	 
	Sponsor: 
	Arterica 

	 
	Clock Start Date: 
	09 July 2020 


 
Mr Andrew Hill and Mr Hank Zhang were present by video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. Endovascular procedures are the preferred method of treatment for vascular disease, as they are less invasive than open surgery. The femoral artery is the most frequent access site used for endovascular procedures. During these procedures, an incision is made in the groin area and a hole created in the femoral artery enabling access to the artery. At the completion of the procedure, the access site needs to be closed and the bleeding controlled. The resulting hole in the artery and skin can be closed by applying manual pressure up to 30 mins, followed by a minimum of 4 hours of bed rest.  Manual compression is time consuming, and the arterial access site tends to be associated with complications resulting in prolonged hospital stays, significant patient discomfort and even the need for vascular surgery.
2. Vascular closure devices are devices used to close the artery access site after the endovascular procedure. They allow for immediate sheath removal and have been shown to reduce time to stop bleeding, improved ambulation, and to decrease patients’ length of stay in hospital.
3. Over the last two decades, advances in technology have allowed more complicated endovascular procedures requiring larger tubes and delivery systems, which in turn leave larger punctures in the artery and skin that are more challenging to close with current technology.
4. This study is looking at a new device called the Arterica Closure Device (ACD). It is designed to close the large access hole bringing together the edges of the cut skin with a set of stitches implanted into the tissue surrounding the artery. The tip of the device enters the artery, the stitches are implanted, and tension is applied to pull the wound closed.
5. This first in human study will evaluate the safety and technical feasibility of the Arterica Large Bore Closure Device in groin punctures for endovascular procedures.
6. Participants will be followed up for 30 days post procedure. The study will enrol up to 21 participants at 2 sites in New Zealand.

Summary of resolved ethical issues 

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

7. The Committee queried whether the Researchers had worked with the study Sponsor before. The Researcher stated that the company is a start-up established for the study device; the company includes clinicians with a positive track record.
8. The Committee queried why the Sponsor chose New Zealand for the trial. The Researcher stated that this is because the site specialises in first-in-human device trials.
9. The Committee discussed the fact that the device had not been tested in animal models but, rather, human cadaver testing has been undertaken.  The Researchers advised that human cadaver testing would be undertaken in New Zealand also as a way by which the Researchers can be trained through proctoring by the Sponsor.  

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 expressed concern that pending final reports referred to in the Investigator’s Brochure (IB) have not been provided.  Please provide all of these reports, especially, but not limited to, those referred to in Table 2.  
2. Please provide copies of the key ISO Device Standards described in the IB and the protocol, especially, ISO 14155 and ISO 14971 (ISO 10993, ISO 11137 and ISO 11607 are not required)
3. The Committee noted the study design included proctored roll-in training cases, intended to allow the researcher hands-on training in the clinical setting before enrolling the primary evaluation cohort of up to fifteen (15) study subjects.  The Committee asked whether these roll-ins would be enrolled in the study and whether they be included in end-point analyses, and outcomes and adverse events.  The Researchers are to provide further information about these roll-ins for the Committee to consider. 
4. Please provide a more fulsome independent expert peer review, ensuring that the reviewer has all final reports referred to in the IB available to them while reviewing.
5. Please amend the protocol to include a data management and governance plan specific to New Zealand context which are consistent with all aspects of Standards 12.14 and 12.15.   In particular, this must include data which is comprised of images and videos and it must describe all parties having access to data (including but not limited to third party processors).  The data management plan must also have regard to the provisions of Standard 7.57 for future unspecified use of data.  
6. Please amend unique study codes to remove parts of the participants’ names, as this is potentially re-identifiable.
7. The Committee noted that receipt of all the final reports in the IB, may necessitate other changes to the protocol, PIS and Consent Forms that cannot be accounted for until the Researchers have that report.

The Committee requested the following changes to the Participant Information Sheet and Consent Form, which, as noted, may require additional changes depending upon the provision of the final reports and additional peer review: 

8. Please amend the description of a temporary suture in the PIS to reconcile with the description of a permanent implant on page 15 of the Investigator’s Brochure.
9. Please amend the reference in the PIS to extensive animal testing and replace with “pre-clinical” testing.
10. Please amend the statement in the PIS on data being sent overseas, to include where data will be stored and ensure compliance with Standards 12.16 and 12.17 of the National Ethical standards for Health and Disability Research and Quality Improvement (2019).
11. Please amend page six of the PIS to clarify that the statement regarding permission to use health data will not expire does not mean permission to collect health information on an ongoing basis.
12. Please amend the PIS to include information on the video recording and live feeds as described in the Consent Form. Please provide greater clarification about what this means in the Consent Form as well.
13. If the roll-ins are treated differently to other participants, these differences must be described in the PIS. 

Decision 

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

· [bookmark: _Hlk48045448]Researchers should give peer reviewers sufficient details of the proposed study for them to consider the scientific validity of the study. Commercial sensitivity is not an acceptable justification for failing to seek independent review (Standard 9.30, National Ethical Standards for Health and Disability Research and Quality Improvement, 2019).
· Considerations and protocols for storing data overseas (Standards 12.16 and 12.17, National Ethical standards for Health and Disability Research and Quality Improvement, 2019).

	 4 
	Ethics ref:  
	20/NTA/108 

	 
	Title: 
	Traditional acupuncture for treating irritable bowel syndrome 

	 
	Principal Investigator: 
	Dr Li Feng 

	 
	Sponsor: 
	New Zealand College of Chinese Medicine 

	 
	Clock Start Date: 
	09 July 2020 


 
Dr Jessica Li Feng, Dr Linda Zhang, Dr Derek Luo, Dr Stephen Xu and Dr Willem Fourie were present by Zoom video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. Irritable bowel syndrome (IBS) is a functional gastrointestinal disorder in which abdominal discomfort or pain is associated with changes in bowel habits, stool consistency and other features of disordered defecation. It is considered to be one of the most frequent clinical problems in gastroenterology with an estimated prevalence globally of 7%-21%. 
2. Contrary to the frequency of the syndrome, treatment of this disorder is far from satisfactory. The current treatment mainly targets the most troublesome symptom the patient experiences, rather than its underlying pathophysiology. The disease has a considerable effect on the quality of life and work productivity of the patients, which results in intangible cost for individuals, families and society. The health-related quality of life in IBS patients has been reported to be reduced to similar levels or even worse than individuals with diabetes, end stage renal failure and moderate to severe gastroesophageal reflux disease. Therefore, there is an urgent need to explore alternative solutions for this disease. 
3. Acupuncture is one of the numerous alternative options that have been offered to patients. However, consensus regarding the effectiveness of acupuncture for treating IBS has not been reached. There is no such study in New Zealand. 
4. A randomised controlled clinical trial is proposed by the researchers to investigate the effectiveness of acupuncture for treating IBS with diarrhoea as a predominant bowel symptom. The effectiveness of acupuncture treatment will be determined after comparing the acupuncture-receiving patients with patients who receive usual gastroenterologist care.  

Summary of resolved ethical issues 

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

5. The Committee queried how different treatments would be standardised between practitioners. The Researcher responded that the acupuncture points are fixed, but also acknowledged that there will be some variation in exact procedures between the four practitioners administering the treatment in this study. The Researchers stated that they will attempt to mitigate this risk by controlling for as many other potentially confounding variables as possible.
6. The Committee queried why preferences are being asked of participants if they are then randomised. The Researcher responded that preference is being taken as a measure of participant expectations towards acupuncture and does not affect which group they are randomised to, e.g. will a participant report an effective treatment because of or despite their expectations.
7. The Committee queried whether potential participants who drop out of the study during the screening period will have their data excluded from analysis. The Researchers stated that if a participant drops off the study once recruitment is completed, then their data will be kept up to the point that they left the study.

Summary of outstanding ethical issues

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

8. The Committee stated that the standardisation of the treatment arm should be included in the protocol.
9. Please provide review of the variability between treatments/practitioners by a statistician.
10. Please provide independent expert peer review by a gastroenterologist.
11. Please amend current HDEC submission so that it is a pilot study, then as appropriate make a new HDEC submission for a randomised controlled trial.
12. Please ensure that the data management and governance sections of the protocol complies with Standards 12.14 and 12.15 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).

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

13. Please review the PIS to ensure any biases are removed from the text, for example it should be stated that the proposed study is to answer a question, rather than prove a theory.
14. Please revise the PIS with a view to simplifying it - parts of the PIS read as instructions to the practitioner. 
15. Please review the PIS and Consent Forms for typos.
16. Please refer to participants not patients. 
17. Please better explain key exclusion criteria. 
18. Please advise participants how many times they have to complete various questionnaires and food diaries and provide estimates of time to complete. 
19. Please amend the use of the word ‘anonymity’ – the study numbers are to protect identity/preserve confidentiality, but they do not completely anonymise the participant. 
20. Please amend/delete the statement: “The direct benefit for you from this study is that you will receive treatment for your IBS symptoms which are expected to improve after either treatment.” The people will receive treatment for their IBS symptoms irrespective of whether they participate in the study.
21. Please simplify the risks section of the PIS. 
22. Please include an ACC compensation statement in accordance with the HDEC PIS template. 
23. Please add into the body of the PIS that the participant’s GP will be advised of participation in the study.
24. Please better describe what the follow-ups involve and how long each follow-up session lasts.
25. Please improve the data section including, non-exhaustively, 
· Participant rights to access and correct data
· Improved clarity regarding sources of medical information, especially if from GP etc.
· Whose data will be shared with who, the justification for data sharing, and in what form data will be shared (identifiable, de-identified etc)
26. Please include Māori contact numbers in the PIS.
27. Please include whether karakia will be performed as per Maori review advice .
28. Please note that the CF should only include tick boxes for optional aspects to participation.  


Decision 

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

· Researchers should give peer reviewers sufficient details of the proposed study for them to consider the scientific validity of the study. Commercial sensitivity is not an acceptable justification for failing to seek independent review (Standard 9.30, National Ethical Standards for Health and Disability Research and Quality Improvement, 2019).
· Considerations and protocols for storing data overseas (Standards 12.16 and 12.17, National Ethical standards for Health and Disability Research and Quality Improvement, 2019).
 

	 5  
	Ethics ref:  
	20/NTA/113 

	 
	Title: 
	CBP-201-WW001 

	 
	Principal Investigator: 
	Dr Joanna Joseph 

	 
	Sponsor: 
	IQVIA RDS Pty. Limited 

	 
	Clock Start Date: 
	09 July 2020 


 
Dr Joanna Joseph was present by video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. Atopic dermatitis (AD) is a chronic inflammatory skin condition This study is designed to test various CBP-201 dosing regimens over an extended period in subjects with AD.. The main purpose of this study is to assess the safety and efficacy of the study drug in various treatment regimens. The duration of the study is approximately 213 days. 
2. The study will have 3 main periods.
· Screening Period (up to 45 days)- The purpose is to make sure that participants are suitable to take part in the study.
· Treatment Period (16 weeks)- Participants will receive subcutaneous injections from 4 vials of either CBP-201 or placebo through 16 weeks. 
· Follow-up Period (8 weeks)- After W16 of treatment, participants will return for an additional 8 weeks for follow-up visits. They will no longer receive any subcutaneous treatments  
3. The Study will be conducted by a private research company across two New Zealand sites, one based in Wellington, the other on the Kapiti Coast.

Summary of resolved ethical issues 

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

4. The Committee queried the Researcher’s experience with other drugs in the same class, and whether they had any concerns regarding drugs of this class. The Researcher stated that the Wellington site was experienced with similar drugs with no concerns.
5. The Committee queried whether recruitment was through public or private sites. The Researcher stated that all advertising would be done at private sites, with additional advertising via Facebook.
6. The Committee queried whether remote access to files was to view only, or to also make copies. The Researcher stated that remote access allows researchers to access data across sites; this data is password protected and CROs are only able to access data pertinent to them and cannot make copies
7. The Committee requested that the Researchers take care to ensure that a deficit model is not adopted when grouping and reports on study results by ethnicity.  Refer to Standards 11.56 and 11.57 and 12.17 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019) (the NEAC Standards).

Summary of outstanding ethical issues

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

8. Please provide a NZ specific data management plan to comply with Standards 12.14 and 12.15 of the NEAC Standards, including, but not limited to,  who is able to access data through the remote access platform, the security in place, and assurance that the Sponsor will not have access to this database and, generally, all parties who will have access to data (and in what form) and why, including any Sponsor subsidiaries, affiliates et.
9. Please ensure that any use of data for future unspecified purposes complies with Standard 7.57 of the NEAC Standards.
10. Please amend advertising materials to clearly state that the study is investigating a new treatment and participants may not necessarily receive any benefit from the study drug.  Please delete the phrase ““By participating, you will gain access to a potential new treatment at no cost …” because 
11. Please clarify what group will provide Māori consultation for this study and provide it for the Committee’s review once obtained. 
12. Please remove spaces for names and dates of birth from questionnaires.
13. Please clarify how many participants are expected in Australia so the Committee can assess the adequacy of the insurance cover for NZ participants given the insurance certificate covers both Australia and New Zealand with the number of expected NZ participants being 13. 
14. Please provide greater detail in the protocol on what pathways will be followed in the event of incidental findings such as depression or other significant psychological distress. 

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

15. Please amend the PIS to include the address of the overseas laboratory where samples will be stored, and how long they will be stored for.
16. Please amend page ten of the PIS to remove the section stating that the study can be stopped for commercial reasons and remove the words: “Decisions made in the commercial interests of the Sponsor”.
17. Please amend the Consent Form, removing all references to participant names being sent to the secure site.
18. Please amend the PIS and Consent Forms to ensure that Sponsors will not receive participants’ dates of birth.
19. Please replace the word “race” with ethnicity, e.g., page 13 of the PIS.
20. Please reconcile how long data will be stored across different study documentation.
21. Please provide clarification on what is meant in the privacy section with regards to blocking data, as this is not possible in New Zealand.
22. In NZ the minimum period for retention of documents is 10 years, not 25 years as referred to in the PIS. Please amend accordingly. 
23. Please consider use a table for the study procedures and tests which would be easier to follow.  
24. Please simplify the lay-title if possible.
25. Please use the contraception template 
26. Please clearly explain to participants rescue remedies i.e., what happens if they have a flare-up of their AD
27. In the “Risks” section of the PIS, please provide numerical explanations of what ‘common’ and ‘uncommon’ side effects mean – e.g., what percentage (range) of people suffered from those SEs.  Please also include the ophthalmological risks (which are referred to in the protocol and which require a specialist ophthalmologist to review). Please also include any specific and relevant risks of monoclonal antibodies.
28. Please review the PIS for typos.
29. Please include a Māori tissue statement as per the HDEC PIS template.
30. Please note, participants do not have to advise of their withdrawal in writing – please amend the statement on page 11. 
31. Please include all necessary warning statements about data going offshore to comply with Standards 12.16 and 12.17 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
32. Please include a warning that positive HIV and Hep results are notifiable. 
33. Please state that the Sponsor is located in China 

Decision 

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


· Please provide a NZ specific data management plan to comply with Standards 12.14 and 12.15 of the NEAC Standards, including, but not limited to,  who is able to access data through the remote access platform, the security in place, and assurance that the Sponsor will not have access to this database and, generally, all parties who will have access to data (and in what form) and why, including any Sponsor subsidiaries, affiliates et.
· Please ensure that any use of data for future unspecified purposes complies with Standard 7.57 of the NEAC Standards.
· Please amend advertising materials to clearly state that the study is investigating a new treatment and participants may not necessarily receive any benefit from the study drug.  Please delete the phrase ““By participating, you will gain access to a potential new treatment at no cost …” because 
· Please clarify what group will provide Māori consultation for this study and provide it for the Committee’s review once obtained. 
· Please remove spaces for names and dates of birth from questionnaires.
· Please clarify how many participants are expected in Australia so the Committee can assess the adequacy of the insurance cover for NZ participants given the insurance certificate covers both Australia and New Zealand with the number of expected NZ participants being 13. 
· Please provide greater detail in the protocol on what pathways will be followed in the event of incidental findings such as depression or other significant psychological distress. 
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above)

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


 

	 6  
	Ethics ref:  
	20/NTA/114 

	 
	Title: 
	Healthy Messages for Healthy Kids 

	 
	Principal Investigator: 
	Dr Victoria Egli 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	09 July 2020 


 
Dr Victoria Egli was present by video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This research aims to understand the needs and preferences of children (aged between 4 – 16) and their families when receiving healthy lifestyle messages and feedback on their health measures. This information will then be used to co-create a way to communicate healthy lifestyle messages and feedback on health measures for children and their whānau.
2. This participatory research approach is varied and flexible to best suit the diverse needs and preferences of participants. Participants will be invited to take part in this research where the type of participation is decided by the individual. In phase 1: Interviews, text message chats, family focus groups and an anonymous online survey will be offered. In phase 2 data collection will occur through fun, creative, family focus groups.
3. Data will be analysed using grounded theory methods with respect to the cornerstones of Te Whare Tapa Whā and Te Reo me Ngā Tikanga Māori. These approaches were chosen because they best suited the person-centred and wellbeing focus of the research and have been shown to generate less stigma and harm than individualistic approaches to healthy lifestyle research. Grounded theory methods will be conducted in collaboration with community partners and fellowship advisors. 
4. Community consultation will be ongoing throughout the course of the research, and children will receive feedback that summarises the findings of the study in a way that is easy for them to understand. Findings will be disseminated by publication in open access journals where possible, to ensure findings are freely available to the community.


Summary of resolved ethical issues 

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

5. The Committee queried how it will be ensured that families already receiving services from Whanau Pakari will not feel obliged to participate in this study. The Researcher stated that the CI is not part of Whanau Pakari.
6. Please remove the procedure of letting participants give themselves a pseudonym, as this may still be potentially identifiable.
7. The Committee queried whether Phase 2 research questions are likely to change as a result of the findings in Phase1. The Researcher responded that this is likely and that an amendment will be submitted with any changes.
8. The Committee queried the description of sharing videos with the public in the protocol, with regards to participant privacy. The Researcher stated that these videos will be de-identified by excluding faces and even hands.  They will include the artefacts created during the workshops etc. Images provided by participants will be vetted and/or de-identified by the Researcher before being added to dissemination media.
9. The Committee noted the difference between anonymity and de-identified data and that there is confusion in the documentation e.g., Protocol (page13) which provides that anonymity will be maintained.  It is clear that anonymity cannot be maintained because elsewhere in the documentation it is clear that Whanau Pakari staff and non-participating family members may be aware of those participating in the study. 

Summary of outstanding ethical issues

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

10. Please ensure recruitment is undertaken by allowing Whanau Pakari to advertise the study so that potential participants can get in touch with the researcher if they are interested in being part of the study, rather than the researcher contacting potential participants without consent.
11. Please prepare the Qualtrics survey and submit to HDEC for review. Please ensure that this is designed to be completed anonymously (where completion is taken as evidence of consent) and also to lead participants to other types of participation in the study without compromising the anonymity of responses.

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

12. Please split the PIS for children into different, age-group specific PISs; please refer to the HDEC website for age ranges.
13. Please amend relevant PISs to include a sentence stating that recordings are for transcription purposes only and will be destroyed.  The PISs for the younger age range may not need this level of detail but for the older age brackets and parents/caregivers, this information should be provided. 
14. Please amend the PISs to include more detail about what a phone survey would involve, in particular for children.
15. Please amend study documentation on data storage to state that documents will be stored for ten years after the youngest participant has turned sixteen.
16. Please ensure the wording in the PISs for younger children is age-appropriate, e.g. that very young participants understand what a healthy lifestyle means.
17. Please amend the ethics contact numbers in the relevant PISs – they should be HDECs and not the University of Auckland (young children are unlikely to need this number).  Please also include Maori contact numbers 
18. For the PIS for parents/caregivers, please check the HDEC templates to ensure the following (non-exhaustive) list of sections are present:
· What happens to data on withdrawal 
· Rights of access and correction 
· Incidental findings 
· Risks (e.g., whakama and privacy breach) 
· Explanation of how data will be de-identified or the option of anonymity 
19. For the CF for parents/caregivers, please also refer to the HDEC template to ensure all missing parts are included.

 

Decision 

Phase 1 of this study was provisionally approved by consensus, subject to the following information being received:


· Please ensure recruitment is undertaken by allowing Whanau Pakari to advertise the study so that potential participants can get in touch with the researcher if they are interested in being part of the study, rather than the researcher contacting potential participants without consent.
· Please prepare the Qualtrics survey and submit to HDEC for review. Please ensure that this is designed to be completed anonymously (where completion is taken as evidence of consent) and also to lead participants to other types of participation in the study without compromising the anonymity of responses.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above)

The Committee decided that Phase 2 of the study is not approved - the Researcher will return for HDEC approval for Phase 2 once Phase 1 of the study has been completed.

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Kate Parker.
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	Ethics ref:  
	20/NTA/118 

	 
	Title: 
	Analysis of Laboratory Results Patterns (Revision 2) 

	 
	Principal Investigator: 
	Mr Samuel Wong 

	 
	Sponsor: 
	Precision Driven Health 

	 
	Clock Start Date: 
	09 July 2020 


 

Mr Samuel Wong was present via video conference for discussion of this application.


Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application. Ms Rochelle Style declared a potential conflict of interest and did not take part in the discussion of this application.


Summary of Study

1. The ultimate goal of the proposed 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. This application relates to the preparatory research that is required to be done by the applicant in conjunction with participating General Practices to develop an automated laboratory test result system.
2. Only the lowest risk/complexity tests are expected to be suitable for automated processing and filing and will be used for this research. 
3. Depending upon patient preferences, and with prior approval from their doctor, the patient will receive an automated text containing their results and personalised advice. These results will also be available to the patient through their patient portal.
4. This is a Precision Driven Health co-funded project that aims to understand and replicate the clinical logic used in test result ordering and interpretation. 
5. The research will analyse existing processes, with the aim of providing the patient access to their results along with personalised advice.  This is intended to allow safer, more efficient management of lab test result processing. 
6. The final objective (which is not the subject of this application) is that normal test results will be instantly and automatically available for patients to view and will be combined with personalised medical guidance. The researchers believe that this system may be able to provide a safety net for abnormal and time sensitive results that are potentially missed.


Summary of resolved ethical issues 

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

7. The Committee requested confirmation that the Researchers are only collecting de-identified participant data. The Researchers confirmed that they are only obtaining age, gender, relevant main study variables, and assigning a study number, so that results of note can be discussed with the relevant clinical practice if required for study purposes. The researchers will not have access to participant names or NHI numbers, or to the identifying information in the Provider Interface produced for the purposes of this research.
8. The Committee queried whether it is now the participating GP’s responsibility to randomise patients to a results pathway. The Researcher stated that the GP is allocating rather than randomising and that allocation will occur per visit rather than per person.
9. The Committee and the researchers discussed that there are observational and interventional aspects to this study, however the Committee was satisfied that the proposed study posed sufficiently minimal risk for the requirement of private study insurance for commercially sponsored intervention studies to be waived. The Committee noted however that the planned follow-up study will require private study insurance, and the Researcher agreed
10. The Committee queried whether Doctors will be implementing exclusion criteria before the potential participant was in the room with them. The Researcher confirmed that exclusion criteria would be applied before the Doctor saw the potential participant.
11. The Committee queried how feedback will be sought from participants. The Researchers stated that an automatic pop-up will appear on the portal with a small number of questions for the participants to answer about their experience with the lab test result reporting.
12. The Committee queried whether any money was being paid directly to participants. The Researchers stated that practices receive assistance with Vensa’s portal and text services required for participation rather than any direct payment for their time.
13. The Committee queried how the three groups of participants receiving results in different ways will be balanced. The Researchers stated that the provider interface will account for this by providing doctors will information on the remaining number of allocations available to them for each group. Once remaining number of allocations reach zero, the doctor will not be able to allocate any more patients to that group. Additionally, it will be apparent to the GP which group a participant was previously assigned to so they will be differently allocated if they participate a second or third time.
14. The Researchers clarified that the comparator group of participants who attend the GP but do not have laboratory tests ordered, and who consent to use of their data, will not be requested to answer any questions for the researchers.


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

15. Please amend page 4-5 of the PIS to include more information on the allocation process, including that participants will be allocated to one of three ways of receiving test results by the GP at the time of first participating in the study, and that they will then be allocated to a different group on subsequent visits.
16. The Committee stated that the proposed study design is interventional and study documentation should be amended to reflect this.
17. Please remove the ACC statement from the PIS.
18. Please amend the PIS to include a sentence that informs the reader that, if a potential participant has any questions before consenting to participate or during the research, then they are free to contact “contact person”.
19. Please replace the reference to $90m in savings in the PIS, with a statement about findings hoping to contribute to resource saving.
20. Please amend the PIS to include the new HDEC NTA reference number.
21. Please review the Consent Form to ensure that all consent clauses with Yes/No tick-boxes are truly optional to participate in the study.
22. Please amend the PIS to remove the sentence stating that doctors will seek participants’ preference and replace with a sentence stating that doctors will allocate participants to a group.




Decision 

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


· Please amend the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee (above) 

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Karen Bartholomew.
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	Ethics ref:  
	20/NTA/116 

	 
	Title: 
	Phase 2b Study of Cotadutide for CKD and T2DM 

	 
	Principal Investigator: 
	Dr John Baker 

	 
	Sponsor: 
	Covance New Zealand Limited  

	 
	Clock Start Date: 
	09 July 2020 


 
Dr John Baker, Victoria Parker and Darren Robertson were present by video conference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This study is evaluating the efficacy, safety and tolerability of cotadutide in patients with type 2 diabetes and chronic kidney disease. 
2. Participants aged between 18-79 years of age will be consented and then randomised in a 1:1:1:1:1 ratio to 1 of 3 cotadutide arms (100, 300 or 600μg, a matching placebo arm, or open-label semaglutide (1.0mg)arm. 
3. The cotadutide and placebo arms will double blinded, with the placebo arms randomised 1:1:1 to follow the titration regimes of the cotadutide arms.
4. Cotadutide, placebo and semaglutide will be self administered subcutaneously (SC) using an injection pen device supplied to participants.
5. The doses of the cotadutide will be started at 50μg and uptitrated every 2 weeks to a final dose of 100,300, or 600 μg.
6. The study will have 3 main periods:
· Screening period is up to 6 weeks: After 4 weeks of screening, there is a 2 week run in period during which participants will be given advice on diet and exercise and asked to wear a Continuous Glucose Monitor sensor.
· Treatment period is 26 weeks. 
· Follow-up period is 4 weeks. 
7. Participants will be asked to wear a Continuous Glucose Monitor (CGM)for the duration of the study which will be changed at specific study visits depending on the type of monitor being used.
8. Those participants receiving either 300 or 600 µg dose of cotadutide or placebo will be asked to wear a 24-hour ambulatory blood pressure monitoring (ABPM) device which will measure their vital signs for 24 hours.

Summary of resolved ethical issues 

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

9. The Committee queried at what point safety monitoring will occur. The Committee stated that interim safety monitoring will occur at 14 weeks.
10. Please provide the HDEC with clarity as to whether this specific medicine has SCOTT approval.
11. The Committee queried whether the number that is to be called if two error messages are received, is active 24 hours a day. The Researcher confirmed that it is.
12. The Committee queried how it will be managed if participants are intolerant to continuous glucose monitoring. The Researcher stated that the primary method adopted for this study is not the only one available to them, and others will be used if needed.
13. The Committee queried how hypoglycaemia or missed dose at home will be managed. The Researchers stated that keto meters will be offered to participants that the Researchers feel would benefit from them. Additionally, Researchers will have frequent contact with participants and will be making more than usual standard of care available for participants. Further, the protocol includes recommendations for how the Researchers should manage different types of results. Drug accountability will be done throughout the study and participants will remain on standard diabetes therapy for the duration of the study.
14. The Committee queried whether reducing doses to previous study titration would be considered a protocol deviation. The Researcher stated that this helps participant retention as the nausea side-effect is often transient, and reducing doses to previous study titration will help during that temporary period.

Summary of outstanding ethical issues

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

15. Please remove reference to compensation for time from the letter that GPs will send to potential participants.
16. Please amend the protocol to include a data governance and management plan in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019) and specifically Standards 12.14 and 12.15 including, non-exhaustively, a better articulation of what will happen with the data from the following sources, including whether it is identifiable: 
· i. the CGM device 
· ii. the blood pressure device
· iii. the glucose/ketone meter 
17. Please include information on who is receiving study data, e.g.:
· i. The Australian and New Zealand Dialysis and Transplant Registry 
· ii. Sponsor subsidiaries
· iii. Other researchers from universities, research hospitals, and companies.
18. Please note that the assigned study identification code must not include initials 

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

19. Please amend the PIS to include a line about how the monitoring device can sometimes give an inaccurate reading and how any risks associated with this are mitigated.
20. Please amend the PIS to include information about whether participants can keep the monitoring devices after the study has finished.
21. Please ensure that the main PIS contains the information on databases and additional information for participants, as described in the PIS for data and tissue FUR.
22. Please note, it would appear that a section of the main PIS is missing - Part 3 as loaded onto the portal only contains “Detailed list of visits and Test/Procedures” but references are made throughout the documentation to confidentiality of your data and biosamples as further described at the end of the document in part 3: “Additional information for participants”. 
23. Please state on page one of the PIS where AZ is based so participants understand immediately where their data will be going. 
24. Pregnancy/contraception: 
· The pregnancy data collection paragraph is insufficient – there needs to be a separate PISCF – refer to the HDEC template website. Please submit by way of an amendment if there is a pregnancy. 
· The contraception wording doesn’t reflect most up-to-date template – please do not include the statement “Total abstinence from heterosexual intercourse during the entire period of risk associated with the study drug, if this is in line with your preferred and usual lifestyle” in this section because of its high failure rate in real life. If you wish to include this statement, please keep it separate– i.e. a separate sub-heading with text along the lines of ‘If you are not sexually active, you may continue to practice total abstinence from heterosexual intercourse during the study and for at least XX days after your (last) dose of study drug. Total abstinence is acceptable only if this is consistent with your preferred and usual lifestyle. If you become sexually active during the study, you will need to use contraception as detailed above. Please discuss options with your study doctor, as some of the methods listed are not effective at protecting against pregnancy immediately….’. 
· The period of abstinence must be clearly stated in days or months – ‘during the entire period of risk associated with the study drug' is not specific enough. How will a participant know what ‘the period of risk is’? 
25. Please add in “You are strongly advised to read the Industry Guidelines and ask questions if you are unsure about what they mean for you” to the compensation statement. 
26. Remove all reference to genetic analysis in the main PIS as the only genetic analyses are optional.
27. Participants should be made aware that the site may contact them regularly by telephone or other means to provide reminders and provide or gather information on topics such as but not limited to dosing, AEs, and concomitant medication 
28. Please advise participants of restricted medications during the study e.g., one of the prohibited medications is paracetamol over a certain dose 
29. CF makes continued use of data and samples up to the point of withdrawal optional but body of PIS makes it mandatory; please reconcile these documents. 
30. Please amend the Consent Form to ensure that advising GP of participation is not optional.
31. Please remove from main PISCF “ I consent to participating in optional tests/procedures ….”, as this is covered in the separate optional PISCFs 
32. Please include in the CF the names of contact people or use of public sources to ascertain well-being – this is what is stated in the PIS: “If the study doctor cannot reach you, public sources will be consulted to verify your wellbeing, which is important for study results. We will ask your permission to allow us to do this in the consent form. 
33. Please amend the FUR PIS for data and tissue AND the PISCF for genetic analysis as appropriate:
· The “scientific health related research” requires a more detailed description. Please refer to the protocol and similarly for the genetic PIS. 
· Please provide a more detailed address of the biobank. 
· Please explain more clearly up front that the study data will accompany the biosamples as well as “Any additional data generated from your biosamples will be stored as long as necessary for scientific research objectives”
· Please reword the following statement for clarity: “The sponsor may share your coded data and biosamples with research partners or deposit them in scientific databases” as described in the main PISCF, part 3: “Additional information for participants”. This may include researchers from universities, research hospitals, and companies. “There is no such information in the main PIS AND, in any event, all relevant information about data and tissue FUR must be contained in the one document. It is possible a participant might lose the main PIS and then there would be no easy means for them to understand what they are agreeing to. 
· Please replace the phrase ‘your country’ with “New Zealand”.
· Please include all relevant information in this PIS without referring to the main PIS, for example (but not limited to): Your coded data and biosamples will be subject to appropriate safeguards, as specified in the main PICF part 3. 
· Please include overseas warning statements e.g., that there may be no NZ representation on the biobanking committee or that other researchers who have access to the data may not understand NZ’s unique context. Please refer to Standards 12.16 and 12.17 for more information.
· Please refer to Standard 7.57 about future use of data as the current version of this PIS does not comply with all requirements. Refer also to Standard 7.58 for biobanking and tissue FUR – not all of the requirements are met with this PIS. 
· Please amend the Consent Form as it purports to include genetic analyses when there is a separate PISCF for this purpose. 
· Please review the FUR CF as many sections are not relevant to the data and tissue FUR (e.g., advising GP, there are no ‘listed authorised people’, there is no description anywhere of “I understand that the sponsor monitors these uses and takes all possible measures to protect my privacy”).

Decision 

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

· Please remove reference to compensation for time from the letter that GPs will send to potential participants.
· Please amend the protocol to include a data governance and management plan in accordance with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement (2019).
· Please amend the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee (above) 

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Kate O’Connor and Dr Sotera Catapang.
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	Ethics ref:  
	[bookmark: _GoBack]20/NTA/117 

	 
	Title: 
	Re-imagining parenting for parents with a learning disability  

	 
	Principal Investigator: 
	Dr Brigit Mirfin-Veitch 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 July 2020 


 
Dr Brigit Mirfin-Veitch was present by video conference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. People with learning disability are often denied the opportunity to parent their own children. Of the few people with learning disability who do become parents 30 - 50% will have their child removed from their care. The United Nations Convention on the Rights of Persons with Disability requires States Parties to provide the necessary support for people to parent, care for and raise their children (Article 23). 
2. There is good evidence from international research that parents with learning disability who are given appropriate support will successfully parent. Despite that evidence, which includes earlier New Zealand research, advocates within New Zealand continue to express concern about the high rates of child removal from parents with learning disability in this country. It is now over 12 years since the last study in New Zealand and, given the concerns expressed, it is timely to revisit the experiences of parents or mātua with learning disability. This study aims to explore the experience of parents or mātua with learning disability in Aotearoa New Zealand. 
3. The study will be over 18 months. 12 parents or mātua with learning disability will be recruited and then interviewed at least 3 times and asked about their parenting experience. The study will also interview people, who the parent/mātua participants nominate, who have supported them. Recruitment will be across New Zealand with the intention to maximise the range of parental experience, including parents or mātua who have their children living with them and those who have variations of access agreements to visit with their children. 
4. Each parent's experience will be written up as an individual case using an ecological model, to identify influences on their various parenting situations. Cases will then be analysed as a collective to identify themes that will determine the final report. The findings of this study will be available to inform future policy and practice in relation to support for people with learning disability and their children.


Summary of resolved ethical issues 

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

5. The Committee queried the Researcher’s view on vulnerability among participants for this study. The Researcher stated that their stance is that individuals can consent to participate as default and that consent is an ongoing relationship between the participant and the Researcher.
6. The Committee queried whether it is compulsory for the parents to nominate a support person. The Researcher stated that it is important information if a parent does not have someone to nominate, so they will continue without a nominated support person.
7. The Committee queried the generalisability of the findings. The Researcher stated that all participants will have a learning disability and that they hope for lots of transferrable information regarding marginalised groups of parents that will inform policy decisions in the future.
8. The Committee queried whether support should be available when court reports are looked at, especially if a report of harm is made as a result. The Researcher stated that this information is additional and not expected or required as part of participation; past experience indicates that participants volunteer this sort of information. The Researcher agreed that an option for support should be made available.
9. The Committee queried what would happen if a child was nominated as support person. The Researchers stated that this was unlikely but if it did happen it would depend on the wider context; informed and ongoing consent of all parties would be essential for this to proceed. The Researcher considered it most likely that an adult child would be nominated.

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 Researchers should ensure that all avenues for mitigating the risk of undue influence during the recruitment process are taken, including seeking local advice on the best way to approach potential participants on a case-by-case basis.
11. Please amend the protocol to include the institutional policy on disclosures of harm.
12. Please provide a data management plan to comply with Standards 12.14 and 12.15 to include in one place, non-exhaustively, what is collected, who gets access to it (there are a number of different possible groups – RAG, independent coders, Maori adviser, data transcriber) and why access is required and if it is identifiable or de-identifed data, where it will be stored and for how long and destruction. 
14.  Please consider which groups might need to sign confidentiality undertakings.
13.  Please provide any advertisements for recruitment


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

14. Please ensure that the PISs indicate that participation in this study may not help the participant, but may help other parents in similar situations.
15. Please clarify in all versions of the PISs what would happen in a situation where information is requested by a participant or support person regarding their counterpart and how boundaries will be managed between the participant/parent/support person during the study.
16. The Committee suggested that the Researcher reconsider the use of reference to Article 23 of the UN Convention in the recruitment material, as not all participants may be aware of it.
17. Please amend the parent PIS to include information on data management and storage, including access to transcripts of audio recordings and where data will be stored.
18. Please amend the PISs to clarify whether the transcriber is part of the research team, and if not, that they will have signed a confidentiality agreement.
19. Please amend the beginning of the PIS for nominated support people to include information on why they have been invited to participate in this study, Please also include information about audio-recordings, more detail about who data will be shared with and why, include a statement emphasising the need for confidentiality and privacy, include a Maori support number and amend the reference to the multi-region ethics committee, it is the Northern A HDEC. 

Decision 

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

· The Committee stated that Researchers should ensure that all avenues for mitigating the risk of undue influence during the recruitment process are taken, including seeking local advice on the best way to approach potential participants on a case-by-case basis.
· Please elaborate on the reference to Article 23 of the UN Convention as not all participants will be aware of it.
· Please amend the protocol to include the institutional policy on disclosures of harm.
· Please amend the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee (above) 

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


 

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:
	18 August 2020, 01:00 PM

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



	The following members tendered apologies for this meeting.

· Ms Rochelle Style

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. Other business

The Committee agreed to review submission 19/NTA/123/AM01 as a full Committee online, to ensure that this amendment was fully reviewed within the time frames as per the SOPs.



The meeting closed at 6:00pm.
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