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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	18 August 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

	1:15pm
	Confirmation of minutes of meeting of 21 July 2020

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

	
	 i 20/NTA/122
 ii 20/NTA/126
 iii 20/NTA/127
 iv 20/NTA/131
 v 20/NTA/128
 vi 20/NTA/130
 vii 20/NTA/129
 viii 20/NTA/132
 ix 20/NTA/133

	
	General business:
Noting section of agenda

	5:45pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Dr Sarah Gunningham 
	 Lay (Other)
	 27/10/2015
	27/10/2018
	Present 

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

	Mrs Helen Walker 
	 Lay (Consumer/community perspectives)
	 22/05/2018
	22/05/2020
	Present 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/02/2020 
	11/02/2023 
	Present 

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

	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, noting that apologies had been received from Dr Karen Bartholomew and Ms Rochelle Style.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures.  Mrs Helen Walker and Dr Sarah Gunningham confirmed their eligibility and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.


Confirmation of previous minutes


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



New applications 


	 1  
	Ethics ref:  
	20/NTA/122 

	 
	Title: 
	ARM Trial 

	 
	Principal Investigator: 
	Doctor Meghan Hill 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	15 July 2020 


 
Dr Meghan Hill was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Induction of labour (IOL) is one of the most common procedures performed in pregnant women, with approximately 35% of labours being induced at the Auckland District Health Board (ADHB). There are multiple induction agents that may be used for IOL, including prostaglandins, catheters and oxytocin infusion. 
2. The approach to induction of labour differs internationally and within institutions within the same country. There is no risk-free way to give birth, only interventions that may increase or decrease risks in different populations. 
3. The proposed study aims to assess if there is a way to decrease the risk of labour complications by delaying amniotomy until women are in established labour. 
4. The Researchers intend to perform a randomised controlled trial to assess labour and birth outcomes in women undergoing oxytocin infusion induction of labour. 
5. Participants will be randomised to an early artificial rupture of membranes (ARM) group or a late ARM group. 
6. It is hypothesized that women in the late ARM group will have a lower rate of intraamniotic infection complicating their labours (chorioamnionitis). 
7. Further, it is hypothesized that women with late ARM will have a lower rate of caesarean delivery and a lower rate of fetal heart rate abnormalities in labour.


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 time frame between potential participants learning that they will be induced and the inducement, and whether there will be sufficient time for potential participants to make an informed decision about participating. The Researcher stated that there is usually a period of at least twelve hours given between the potential patient being informed of the decision to induce and the procedure taking place, therefore giving them that same amount of time to give consideration to their participation in the study.
9. The Committee queried whether the target sample size of 500 was feasible. The Researcher responded that ADHB performs about 6000-7000 deliveries per year so there is a large pool to draw from. Additionally, consultation with midwives helped to determine whether the target number was feasible. Finally, the relatively low risk nature of the study variable led the researcher to believe that the number was achievable.
10. The Committee queried whether someone already in labour would be included in the study. The Researcher stated that this would not be the case, as to be included a potential participant not be in labour and have an intact membrane. If a participant is randomised to the late rupture group, then experience a spontaneous rupture, the participant will still be included in the study provided they already received the oxytocin infusion prior to the spontaneous rupture.
11. The Committee queried whether there is a minimum cervical dilation for inclusion into the study. The Researcher stated that this is usually based on the clinical judgement of the attending midwife, and whether they believe the individual is eligible for ARM. The Researcher stated that their preference was for dilation greater than 2cm, as there is some risk to early ARM.
12. The Committee queried whether the midwives administering oxytocin are part of the research team. The Researcher stated that some are, however they work from a protocol already in place from the hospital, and will administer oxytocin purely based on normal clinical decision-making.
13. The Committee queried whether maternal fever above 38 is the usual definition of chorioamnionitis. The Researcher confirmed that this was the case, along with a small number of other subjective signs. The Researcher acknowledged that this is often under-diagnosed, and some participants will receive antibiotics without the presence of fever.
14. The Committee queried whether placental histology would be used for diagnostic purposes. The Researcher stated that this would not happen and placental histology data would only be examined if histology assays were performed as part of standard of care.
15. The Committee queried whether the early ARM group would be offered prophylactic antibiotics if needed. The Researcher confirmed that they would, and that no medication would be withheld as a result of participating in this study.

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

16. Please clarify in the protocol and PISCF that only women who are eligible for oxytocin and are able to have their water broken/ARM can be included in the study.
17. Please amend the PISCF to be in line with the HDEC template PIS.
18. Please ensure that the updated PIS contains information about the participant receiving a lay-summary of results if they would like to, and ensure that there is an optional clause to consent for this in the Consent Form.
19. Please ensure the advocacy email address in the PIS is correct.
20. Please ensure that the PIS includes information on what “usual practice” is at the study site, and refers to any previous research on this topic.
21. Please amend the PIS to refer to the Northern A HDEC, not Central.
22. Please ensure that the data management section of the PIS is based on the HDEC PIS template, and that the data section of the protocol is consistent with the PIS.

Decision 

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

· Please amend the Participant Information Sheet, Consent Form and Protocol, 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 Dr Sotera Catapang and Mrs Helen Walker.

 

	 2  
	Ethics ref:  
	20/NTA/126 

	 
	Title: 
	ESPRESSo: Enhancing Spontaneous Recovery after Stroke study 

	 
	Principal Investigator: 
	Prof Winston Byblow 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 August 2020 


 
Professor Winston Byblow and Professor Cathy Stinear were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The aim of this study is to determine whether a 3-week programme of high-intensity, high-dose spontaneous exploratory arm and hand movements, focused on movement quality and embedded in fun and rewarding game-based virtual environments, will improve upper limb recovery and outcomes early after stroke. 
2. People admitted to Auckland City Hospital with a diagnosis of stroke and upper limb weakness who meet the study's criteria will be invited to take part. 
3. Participants will be recruited within one week of stroke and randomly allocated (1:1) to the treatment or control group. Both groups will have 90 minutes of therapist time per weekday, for three weeks, for upper limb rehabilitation. 
4. Participants in the treatment group will spend this time in a supervised game-based therapy programme that involves controlling the movement of creatures in a video environment. Participants in the control group will spend this time in usual care upper limb therapy. 
5. The primary outcome is upper limb motor capacity measured with the Action Research Arm Test (ARAT) at 12 weeks post-stroke. 
6. Secondary measures include upper limb impairment measured with the Fugl-meyer upper extremity score, upper limb motor control evaluated with kinematic measures during functional reaching tasks and finger individuation, and upper limb corticospinal excitability measured with transcranial magnetic stimulation. 
7. Follow-up assessments will be carried out by blinded clinical assessors, and take place immediately post-intervention and at 12 weeks and 6 months post-stroke. Participants who leave hospital during the 3-week programme will complete the programme with research therapists at the University of Auckland. 

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 whether the proposed study could be considered a trial of the software for a medical device for the benefit of the inventor. The Researcher stated that the main aim of the study is to look at spontaneous leaps in recovery post-stroke; the platform used is being loaned to the investigators for use for the study. The Researchers acknowledge that if this trial has significant findings then it may advance the commercial position of the company that made the device in the future, but the primary goal of the current study is positive patient outcomes.
9. The Committee queried whether the study Sponsor can use the raw data from this study for regulatory purposes. The Researcher stated that the Sponsor will not be able to view data until it is locked at the end of the study, and that they have no input as to publication of findings. 
10. The Committee were satisfied that the current proposed trial was not for the principle benefit of the sponsor or manufacturer, and therefore compensation to participant would be available from ACC.
11. The Committee commended the Researchers on the section of the protocol regarding capacity to provide consent.
12. The Committee queried whether the transport costs had been budgeted for. The Researcher stated that they had.

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 ensure appropriate safety and support protocols for psychological distress are included in the study protocol to account for any relevant answers in the study questionnaires. 
14. Please submit the peer review from the HRC application, in addition to the rebuttal from the Researchers.
15. Please provide the HRC Data Monitoring Committee review of the study, in addition to the rebuttal from the Researchers.

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

16. Please amend the protocol and PIS to clarify that being assigned to the video game arm or the physical treatment arm is not standard of care, and is on top of standard of care therapies.
17. Please clarify in the PIS that there is a risk of the extra therapy/treatment harming recovery rather than enhancing it. Please include frequencies for this risk if evidence is available.
18. Please amend the PIS to clarify whether the 90-minute study sessions will occur in one sitting, or whether there is the option for breaks and if so, where participants will be able to rest in between sessions.
19. Please amend the PIS to include information on the video of hand-jerk movements, including how identifiable the video will be.
20. Please amend the PIS to include a lay-summary and/or image to describe how brainwaves will be measured.
21. Please amend the PIS to include information on the studentships as part of the study, as per the HDEC application form.
22. Please amend the PIS to include greater detail about expectations of participants filling out the study diary.
23. Please correct the advocacy email address in the PIS.
24. Please include a clear statement at the beginning of the PIS that declares the commercial interest of one co-investigator, and that participants will not receive any financial benefit as a result of this study.

Decision 

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

· Please ensure appropriate safety and support protocols for psychological distress are included in the study protocol to account for any relevant answers in the study questionnaires. 
· Please submit the peer review from the HRC application, in addition to the rebuttal from the Researchers.
· Please provide the HRC Data Monitoring Committee review of the study, in addition to the rebuttal from the Researchers.
· Please amend the Participant Information Sheet, Consent Form and Protocol, 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 Dr Kate Parker and Mrs Kate O’Connor.


 

	 3  
	Ethics ref:  
	20/NTA/127 

	 
	Title: 
	OPTIMISE Study 

	 
	Principal Investigator: 
	Dr Sara Boucher 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	06 August 2020 


 
Dr Sara Boucher was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The OPTIMISE Study is an optimization trial that will recruit 80 adolescents and young adults (ages 13-20 years, inclusive) with type 1 diabetes and above target glycaemic control (mean HbA1c ≥58 mmol/mol in the previous 6 months) from 6 diabetes services (Auckland, Canterbury, Capital and Coast, MidCentral, South Canterbury and Southern District Health Boards). 
2. Participants will be randomised to one of 16 conditions in a factorial design involving four factors with two levels: continuous glucose monitoring technology (No/Yes), snacking education (No/Yes), tailored sleep extension (No/Yes), and values-guided self-management (No/Yes). 
3. The study will examine the effects of the components on short-term glycaemic control at 4 weeks. The components that together optimise short-term glycaemic control will become the multicomponent intervention to be evaluated in a future randomised controlled trial.


Summary of resolved ethical issues 

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

4. The Committee queried whether the proposed study could be considered to be for the primary benefit of the manufacturer or Sponsor. The Researcher stated that the device used in this study is already publicly funded in Australia, and is often self-funded in New Zealand. The manufacturer does not have a stake in the proposed study in terms of funding or publications.
5. The Committee queried whether appropriate mental health triage practices are in place for the study. The Researcher stated that they have access to two psychologists, and any scores on mental health questionnaires above a threshold will result in automatic referral to one of these psychologists.
6. The Committee queried whether there was any expected benefit to Māori as a result of this study. The researcher stated that it is expected that between 10-20% of participants will identify as Māori. Ethnicity analysis and exit evaluations will be done if there are sufficient participants, but any ethnicity-specific differences will not be elucidated until after statistical analysis has been performed.
7. Please ensure that the PIS for participants has sufficient information and is comparable to the PIS for parents.

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 determine how much data, and in what form, is accessible to the device manufacturer through the device, and whether this is different to device users not in the study, and include this information in the PIS.
9. Please provide a fulsome independent expert peer review and Researcher response, using the HDEC Peer Review template.
10. Please amend study documents to reflect that the qualitative sub study is an optional part of the main study, or separate out from the main study and include more information.
11. Please include greater detail in the protocol on how the safety of researchers will be managed during home visits.

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

12. Please clarify in the protocol and PIS that koha and reimbursement for travel costs are separate.
13. Please ensure that, if they are to be included as an optional component of the main study, the qualitative interview components of the study are included in the main PIS, with an optional tick box on the Consent Form that states that this component of the study is contingent on funding being approved. Please submit an amendment to the HDEC with an updated protocol, once funding for this component of the study is approved.

Decision 

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

· Please determine how much data, and in what form, is accessible to the device manufacturer through the device, and whether this is different to device users not in the study, and include this information in the PIS.
· Please provide a fulsome independent expert peer review and Researcher response, using the HDEC Peer Review template.
· Please amend study documents to reflect that the qualitative sub study is an optional part of the main study, or separate out from the main study and include more information.
· Please include greater detail in the protocol on how the safety of researchers will be managed during home visits.
· Please amend the Participant Information Sheet, Consent Form and Protocol, 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 Dr Kate Parker and Mrs Helen Walker.


 

	 4  
	Ethics ref:  
	20/NTA/131 

	 
	Title: 
	Improving the Respiratory Health of Maori and Pacific children in New Zealand  

	 
	Principal Investigator: 
	Mrs Jacinta Faalili-Fidow 

	 
	Sponsor: 
	Moana Research 

	 
	Clock Start Date: 
	06 August 2020 


 
Jacinta Faalili-Fidow, Dantzel Tiakia, Dr Mataroria Lyndon, Maria Ngawati and Amio Ikihele were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This study aims to investigate the past and current experiences of Maori and Pasifika families who have engaged with respiratory healthcare services in NZ for their child(ren) who has had (or still has) a respiratory illness.  
2. The aims of this study are: 
· To understand the aspirations of Māori and Pasifika communities for respiratory health, and their specific needs as healthcare consumers.
· To identify opportunities for innovation and potential intervention points, with a particular emphasis on identifying what research is needed to achieve respiratory health equity for Māori and Pasifika communities.
3. To achieve these aims the research will be carried out using a Kaupapa Māori and Pasifika research approaches such as Fa'afaletui. Whānau interview discussions and interviews will utilise Talanoa and Kanohi-ki-te-kanohi to obtain qualitative narratives of Māori and Pasifika families' experiences of their child(ren)'s respiratory illness and healthcare. Māori and Pasifika whānau will be interviewed if they have a child who has experienced respiratory illness during the previous 12 months in Auckland, Northland, Wellington and Christchurch.
4. The final research report may lead to further research and intervention opportunities which can then result in influencing changes to current policy, inform future policy and practices, healthcare delivery, clinical practice and ultimately whānau empowerment.  


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 when saturation for thematic analysis of family-based interviews will be reached. The Researcher stated that this will be reached once common themes that are ethnicity-specific become apparent; this may be up to twelve interviews, but in no situation will families be asked to attend an interview then be told they are not needed.
6. The Committee queried whether single parent with single child families will be excluded from participation. The Researcher stated that they will not be excluded due to the value of this data, in addition to issues that may arise from exclusion.
7. The Committee queried whether only certain types of respiratory illness will result in referral for recruitment. The Researcher confirmed that this was the case; the Researcher hopes to recruit participants from inside the healthcare system and from the community and clarified that they will only receive contact information of potential participants once the potential participants have consented to that information being shared.

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

8. Please amend the PIS to state that study data can be withdrawn provided analysis has not yet taken place, and that the video recording can be stopped or paused during interviews if the participant requests it. Please include an approximate timeframe between interview and data analysis in this section as well.
9. Please refer to the HDEC template PIS for what information should be copied from the protocol into the PIS, for example (but not limited to) data management protocols.
10. Please amend the PIS to include more specific information on the topics that will be discussed in the interview.
11. Please split up the Consent/Assent Forms based on age; please refer to templates found on the HDEC website for guidance.
12. Please ensure that the children’s PIS includes a statement reassuring the child that they will not get into trouble if they do not want to be involved in the study.
13. Please remove the statement in the child PIS that they will not tell anyone about their participation, as it may not be a practical expectation of a child once they have participated in a family interview.
14. Please amend the PIS to include what information the researchers will be seeking from clinicians.
15. The Committee noted that a university PIS template may be better suited to the proposed qualitative interview based  research design, compared to the HDEC PIS template.
16. Please amend the PIS to ensure that data is kept by the Researchers for ten years after the youngest participant has turned sixteen.
17. Please ensure that the PIS and protocol have footers with the study title and document version number.

Decision 

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

· Please amend the Participant Information Sheet, Consent Form and Protocol, 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 Dr Kate Parker and Ms Catherine Garvey.





	 5  
	Ethics ref:  
	20/NTA/128 

	 
	Title: 
	Understanding the blood level of a new coagulant factor VIIa in participants with congenital Haemophilia A 

	 
	Principal Investigator: 
	Dr Dean Quinn 

	 
	Sponsor: 
	Covance New Zealand Limited 

	 
	Clock Start Date: 
	06 August 2020 


 
Dr Dean Quinn was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This is a Phase I open label study in male participants with Congenital Haemophilia A.
2. The primary purpose of this study is to study the single-dose pharmacokinetics of two doses of LR769, designed as a replacement protein for restoring clotting by bypassing factor FVIII. 
3. Approximately 28 male participants (18-75 years) will be recruited, which involves a screening visit, a treatment visit and a follow-up phone call, with a total duration of up to 19 days. 
4. Signed informed consent at the screening visit, prior to undertaking screening procedures which involves undertaking medical history and medication checks, physical exam, vital signs, electrocardiogram, blood samples (21.7 mL). 
5. If eligibility criteria are met, Day 1 (Treatment visit) will take place within 14 days of screening visit, where participants will be randomly assigned to receive either 75 mcg/kg or 225 mcg/kg of LR769 by IV injection within 2 minutes. 
6. Blood samples will be collected for pharmacokinetic testing before (1 sample) and after dosing (9 samples) for a total volume of 45 mL.
7. On Day 4 (Safety Follow-up) or Early Termination, participants will be contacted by phone to ask any side effect and medication they have been taking.

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 whether the study drug is a new version of an existing treatment. The Researcher confirmed that this was the case, and the study drug is in development as there is demand from clinicians for other treatment options for patients who cannot take the current treatment.
9. The Committee queried whether any future research is planned for samples taken in this study. The Researcher stated that no Future Unspecified Research is planned and cells stored are for PK testing only.

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 amend the protocol to include the standardised data management plan now used by CCST and ACS.

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

11. Please amend the PIS to reflect the information on the Sponsor’s website that states that there is some risk of side effects, but that there is no data on these yet.
12. Please confirm with the sponsor whether there is risk of sensitisation after the administration of the dose, and update the PIS accordingly.
13. Please amend the risks section of the PIS to include one or two examples of thromboses as described in the Investigator’s Brochure.
14. Please amend the PIS to include approximately how long participants will be at the study site on treatment day, whether meals will be provided, whether they can drive themselves home, and any other relevant practical considerations.
15. Please amend page 7 of the PIS regarding side effects, to include percentages out of the number of people who have taken the drug so far.
16. Please amend page 7 of the PIS under the risks section to state that Hepatitis B and Hepatitis C are both notifiable diseases, and how positive test results will be passed on.
17. Please remove the sentence in the PIS that states the study can be stopped for commercial reasons.

Decision 

This application was approved by consensus, subject to the following non-standard conditions:

· Please amend the protocol to include the standardised data management plan now used by CCST and ACS.
· Please amend the Participant Information Sheet, Consent Form and Protocol, taking into account feedback provided by the Committee (above)


 

	 6  
	Ethics ref:  
	20/NTA/130 

	 
	Title: 
	Study Investigating the Effectiveness and Safety of medicines in adolescents with autism 

	 
	Principal Investigator: 
	Dr Rebecca Griffith 

	 
	Sponsor: 
	Pharmaceutical Solutions Limited 

	 
	Clock Start Date: 
	06 August 2020 


 
Dr Rebecca Griffith, Becky Lee, Christopher Meyer, Fiona Menzies, Joanna Tan, Stewart Campbell and Gareth Corbett were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This phase 2b study aims to look at the effectiveness, safety, and tolerability of the study drug, AB-2004, administered over 8 weeks in participants with diagnosed Autism Spectrum Disorder. This is a global study involving approximately 225 participants, from 13 to 17 years of age, at approximately 14 clinical centres across New Zealand, Australia, and the U.S.A.
2. Total study duration will be up to approximately 16 weeks, including a 4-week screening period, followed by an 8-week treatment period, and a 4-week follow-up period; this will require 5 visits to the study centre and 3 phone calls. During these visits/phone calls, information will be collected, blood, urine, and stool samples taken, and assessments such as vital signs, ECG, physical exam performed.
3. Participants will be enrolled into one of three treatment groups. The study treatment will be randomly assigned so that neither the study team nor the participant/guardian(s) will know if the participant is randomly assigned one of the two doses of study drug, or placebo during the 8-week treatment period. The study drug/placebo will be mixed with soft food and consumed by the participants at the same times each day.


Summary of resolved ethical issues 

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

4. The Committee queried whether SCOTT was reviewing the study. The Researcher confirmed that SCOTT review was in progress.
5. The Committee queried whether the indication for autism is new. The Researcher stated that it was, due to the correlations between gut microbiome, the brain and behaviours related to autism.
6. The Committee queried how capacity to provide consent will be determined for participants. The Researcher stated that this decision will be based on a combination of clinical judgement and parental input. Discussion with the child and their caregiver will help determine level of support needed for the child to understand what they are agreeing to; if a potential participant is unable to understand even with support, then they will be excluded from the study.
7. The Committee queried whether the time between collection and analysis of samples may result in sample degradation. The Researcher stated that this should be minimal as a validated method of storage that ensures sample viability will be used.
8. The Committee queried whether it would be considered a missed dose if a participant did not tolerate the study drug and subsequently vomited it. The Reearcher stated that no “make-up” dose will be given, and any incidence of this would be recorded as a missed dose. There are multiple touchpoints to encourage continued dosing, however too many missed doses may result in exclusion from the study.
9. The Committee queried whether participants from the previous study are able to enrol in this study. The Researcher confirmed that they could.
10. The Committee queried whether caregivers filling out questionnaires would make them participants. The Researcher stated that they would and that they would also go through a consent process.
11. The Committee queried whether contraceptive advice is required for participants over the age of 16 years. The Researcher stated that sexual activity would be gauged before recruitment into the study, and if active, the Researcher will ensure that a discussion is had between the potential participant and their health practitioner prior to enrolment 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.

12. Please simplify and clarify the content of the flyer, including clarifying whether “chemicals” refers to metabolites, more neutral language “currently refers to “teen/child/son”.
13. Please ensure that only the study number is attached to samples.
14. Please amend the protocol to include that supports for participants over the age of 16 and supported decision-making processes are part of Standard of Care for these individuals.

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

15. Please amend study documentation to state that the central laboratory is based in Sydney, Australia.
16. Please amend the Consent Form to clarify that parents/caregivers are considered participants in this study, with a separate space on the form for them to sign their consent for this part of the study.
17. The Committee stated that, as parents/caregivers of participants over the age of 16 years would also be given questionnaires, they should also have separate consent on the Consent Form.
18. Please amend the titles of the Consent Forms to include which age group each Consent Form version is for.
19. Please amend the PIS for age 16+ to ensure that is more simplified than the parent/guardian PIS.
20. Please clarify in the PIS where samples will be sent to/will end up.
21. Please amend the risks/side effects version of the PIS to include frequencies of these effects, or if not known then this should be stated.
22. Please clarify in the PIS whether receipts are needed for participants to claim reimbursements.
23. Please ensure that the PIS includes information on the child’s teacher helping to give the study drug.
24. Please separate out the PIS for the two optional studies, so that there is a separate information sheet for the optional genetic study and another separate information sheet for keeping samples for future research.
25. Please amend ensure the PIS for the optional genetic study includes more detailed explanation on genes and genetic links.
26. Please amend the optional study PISs to clarify what biomarkers are, and whether there are any risks associated with them.
27. Please amend the optional study PISs to include a data management plan; please refer to the HDEC PIS template.

Decision 

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

· Please simplify and clarify the content of the flyer, including clarifying whether “chemicals” refers to metabolites, more neutral language “currently refers to “teen/child/son”.
· Please ensure that only the study number is attached to samples.
· Please amend the protocol to include that supports for participants over the age of 16 and supported decision-making processes are part of Standard of Care for these individuals.
· Please amend the Participant Information Sheet, Consent Form and Protocol, 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 Dr Sotera Catapang and Dr Sarah Gunningham.
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	Ethics ref:  
	20/NTA/129 

	 
	Title: 
	NTLA-2001 in Patients with Hereditary Transthyretin Amyloidosis with Polyneuropathy (ATTRv-PN) 

	 
	Principal Investigator: 
	Prof Edward John Gane 

	 
	Sponsor: 
	Intellia Therapeutics, Inc. 

	 
	Clock Start Date: 
	06 August 2020 


 
Professor Edward Gane, Shuruthi Balachandran, Aaron Cole and Beverly Papariello were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. Hereditary Transthyretin Amyloidosis with Polyneuropathy (ATTRv-PN) is also known as Transthyretin Familial Amyloid Polyneuropathy (TTR-FAP or FAP). NTLA-2001 is an investigational drug being studied as a potential new treatment for patients with Transthyretin Familial Amyloid Polyneuropathy (TTR-FAP). This is the first time NTLA-2001 is being given to humans.  In addition, it is the first time a CRISPR/Cas9 gene editing system will be given directly in the blood stream of the human body to edit genes. The purpose of this study is to test the safety and tolerability of NTLA-2001. The study consists of two Parts.  
2. Part 1 of the study design will test NTLA-2001 at different dose levels and evaluate how the body responds to it.  If Part 1 identifies a dose of NTLA-2001 that has acceptable safety and meaningful decrease in the Transthyretin (TTR) protein level, the study will proceed to Part 2.  
3. Prior to going to the next dose level within Part 1, all available data from all subjects that have been dosed with NTLA-2001 will be reviewed to determine if a higher dose should be given to the next group of participants.
4. Part 2 will collect additional information on the dose of NTLA-2001 that had acceptable safety and meaningful decrease in the TTR protein level in Part 1.
5. The goal is to ascertain what effects, good and/or bad, NTLA-2001 has on participants and on FAP.


Summary of resolved ethical issues 

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

6. The Committee clarified the process by which HDEC application information is requested under the Official Information Act, the requirements which must be met to decline an OIA request, and the requirements for a closed meeting. 
7. The Committee queried whether the Researcher understood that the proposed study is unprecedented in New Zealand and there are associated unprecedented cultural considerations to be made. The Researcher stated that they were aware of this; consultation with Māori is underway and peer review is coming from the Gene Technology Advisory Committee (GTAC), rather than SCOTT.
8. The Committee queried how expectations of the proposed intervention will be managed, given some online discussion regarding the interventions changing “all problematic genes”. The Researcher stated that newly diagnosed individuals will find that there are other treatments available overseas that are no currently funded in New Zealand (e.g., gene silencing treatments). Expectations will be carefully managed, especially to clarify this this is not a cure.
9. The Committee queried what the expected study participant numbers will be. The Researcher stated that each cohort will have three to four participants, in four separate cohorts; after part one of the study, cohort size may be increased up to a maximum of six individuals.
10. The Committee queried the determinant for proceeding to part two of the study. The Researcher stated that the determinant is safety and efficacy of the treatment; the use if lipid nanoparticles does introduce some risk, however the study site is experienced with these. Efficacy would be demonstrated by knocking out enough proteins to halt progression of the disease; not all proteins need to be knocked out for progression to be halted.
11. The Committee queried the dosage for part two of the study. The Researcher responded that the tolerable (optimal) dose in part one would become the single dose amount for part two of the study.
12. The Committee queried whether participants in part one of the study would be excluded from participating in part two of the study. The Researcher confirmed that they would be excluded.

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 provide clarification from the New Zealand Environmental Risk Management Authority as to whether any aspect of the proposed study needs to be approved by one of their governance committees.
14. Please clarify in study documentation what the study payment schedule for participants is.
15. Please remove the treatment for overdose in the study protocol, as it does not apply to this single dose study.
16. Please provide HDEC with the GTAC peer review and Researcher rebuttal, once available.
17. Please clarify the number of expected participants for this study in New Zealand and ensure that the insurance certificate covers those numbers.

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

18. Please amend the PIS to clarify which samples are going to which locations, and which analyses are done in each laboratory.
19. Please amend the PIS to clarify that compensation would not be available to a pregnant partner of a participant, but would be available to the child if injury as a result of the transmission of genetically edited material occurred.
20. Please amend the PIS to contain more detailed advice on contraceptives; please refer to the HDEC PIS template for more information.
21. Please amend the PIS to include a lay-friendly description of CRISPR technology.


Decision 

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

· Please provide clarification from the New Zealand Environmental Risk Management Authority as to whether any aspect of the proposed study needs to be approved by one of their governance committees.
· Please clarify in study documentation what the study payment schedule for participants is.
· Please remove the treatment for overdose in the study protocol, as it does not apply to this single dose study.
· Please provide HDEC with the GTAC peer review and Researcher rebuttal, once available. IF ERMA authorisation is also required, please provide this.
· Please clarify the number of expected participants for this study in New Zealand and ensure that the insurance certificate covers those numbers.
· Please amend the Participant Information Sheet, Consent Form and Protocol, 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 Dr Sotera Catapang and Ms Catherine Garvey.
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	Ethics ref:  
	20/NTA/132 

	 
	Title: 
	Teaching Alternative Communication Systems to Children with Autism and Developmental Disabilities.  

	 
	Principal Investigator: 
	Dr.  Amarie Carnett 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 August 2020 


 
Dr Amarie Carnett was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The aim of this study is to evaluate efficacious methodology for selecting and teaching an augmentative and alternative communication systems (i.e., manual sign, picture exchange, speech-generating device) for children with autism or other developmental disabilities who have yet to develop spoken communication skills. 
2. Three specific research questions will be assessed:
· Did the child acquire independent use of the AAC system when taught initial communication skills (e.g., requesting, commenting, and conversation exchanges)?
· Did the use of the AAC system generalise (e.g., across other communication targets, across people, maintain over time)?
· Was the intervention used to teach the selected AAC modality socially valid?

Summary of resolved ethical issues 

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

3. The Committee queried whether the Researcher had an established relationship with the study site. The Researcher confirmed that they do.
4. The Committee queried how many sessions each participant will have. The Researcher stated that it will depend on what the researchers will intervene with and whether those interventions are likely to have a positive effect on the participant’s school experience.
5. The Committee queried whether too many volunteers would result in an altered intervention. The Researcher stated that they would still do the full intervention for all participants.
6. The Committee queried who the Consent Form for non-participants was for. The Researcher stated that this was for teachers.

Summary of outstanding ethical issues

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

7. Please amend the study protocol and inclusion criteria to state that no early learning centres will be included in the study and amend the youngest possible age of participants in accordance with this.

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

8. Please amend the PIS for parents to give an estimated maximum expectation of involvement for their child, i.e.indicate approximate sessions, but no more than x number of sessions.
9. Please amend the PIS to include information on the monthly meetings and summary reports as described in the HDEC application form.
10. Please review the assent form and consider whether pictures or more information could be presented while maintaining the accessibility of the current version of the form.
11. Please amend the information sheet for teachers to include more information specific to teachers, for example whether the researcher will be present in the class room, whether the teacher must leave at any point, who the researcher is, and whether the teachers are also subject to observation.
12. Please amend the PIS to clarify who will appear in video recordings, and what happens if a participant does not want to be recorded.
13. Please amend the PIS for parents to include procedures regarding video use and data management with respect to video recordings.
14. Please review assent forms to ensure they are tailored to age and ability, e.g. use of illustrations, use of happy/sad faces to indicate yes/no.
15. Please review all PISs and assent/consent forms for typos.
16. Please amend the consent form for parents to remove all information that does not pertain to collecting questionnaire responses.
17. Please ensure that the PIS for parents and the PIS for teachers clearly states what participation involves for the child.
18. Please amend the PIS to state that withdrawal from the study does not have to be given in writing, and study data can be removed from the study provided no analysis or coding has been performed yet.

Decision 

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

· Please amend the study protocol and inclusion criteria to state that no early learning centres will be included in the study and amend the youngest possible age of participants in accordance with this.
· Please amend the Participant Information Sheet, Consent Form and Protocol, 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 Dr Michael Meyer and Ms Catherine Garvey.
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	Ethics ref:  
	20/NTA/133 

	 
	Title: 
	Erythropoietin in Trauma (EPO – TRAUMA) 

	 
	Principal Investigator: 
	Dr Colin McArthur 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	06 August 2020 


 
Dr Colin McArthur was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. Traumatic injury causes premature death, morbidity and permanent disability, especially in younger adults and Māori. Multiple inflammatory pathways cause secondary damage and increasing disability and mortality. Erythropoietin (EPO) is a hormone essential for red blood cell production and is approved for human use. However, erythropoietin also has effects beyond red blood cell production. 
2. Studies have demonstrated the potential tissue-protective effects of erythropoietin to organs, including the brain, kidney, liver and heart, and also anti-inflammatory properties. 
3. Meta-analysis of eight RCTs found EPO was associated with a significant reduction in mortality and a trend towards less severe disability, with no increase in thromboembolic complications. This finding may have important implications for patient management. The Researchers therefore propose an international multicentre trial of the erythropoietin alfa in critically ill trauma patients in Australia, New Zealand and Europe.
4. This study will determine the effect of EPO vs placebo on mortality and severe disability at six months in critically ill trauma patients.  
5. Participants will receive the first dose of study drug (EPO or placebo) within 24 hours after primary injury and a second dose on study day 8 in addition to all usual treatment. Surviving participants will be assessed at 6 months to assess functional outcomes.


Summary of resolved ethical issues 

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

6. The Committee queried how the proposed study meets the criteria set out by Right 7(4) of the Code of Health and Disability Service Consumers’ Rights. The Researcher stated that there is accumulating evidence in support of the therapeutic benefit of the study drug, so those in the active arm of the study are likely to experience benefit greater than the risk of taking the drug. The placebo arm will receive more intensive data collection and a long-term follow up, both of which can inform clinical decisions and would not normally be part of standard care.
7. The Committee queried whether greater scrutiny of patient data will be to the detriment of other patients in the same unit as a participant. The Researcher stated that it would not, as no extra data is collected; the data will be used to answer questions not usually asked as part of standard care.
8. The Committee queried whether questions asked as part of follow-up should be asked of the whanau, if the participant is still unable to participate in the phone call. The Researcher stated that they should, as this still provided valuable information and the chance for follow-up interventions that would not usually take place.
9. The Committee queried whether any other investigations are not part of standard care, for example the collection of haemoglobin on Day 8. The Researcher stated that this is normal for most patients as it is a required part of usual clinical information.
10. The Committee queried whether the proposed dose was too high. The Researcher stated that there is evidence for a dose of the proposed size in certain appropriate situations.

Summary of outstanding ethical issues

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

11. Please amend the whanau PIS and study protocol to outline the requirements set by Right 7(4) of the Code of Health and Disability Service Consumers’ Rights, and how the proposed study meets those requirements as described in the discussion with the HDEC.
12. Please provide a copy of the charter for the DMSC; if not yet available, please outline who is on this committee and what they will be looking at.
13. Please amend the protocol to include a data management plan outlining the identifiability, availability, and security of study data. Please include information on what form data will be shared with publications as part of publishing requirements (e.g., anonymised, aggregated). Please refer to Chapter 14 of the National Ethical Standards for Health and Disability Research and Quality Improvement (NEAC, 2019) for more fulsome requirements.

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

14. Please amend the PIS to include the required section on data management, as found in the new HDEC PIS template.
15. Please amend the statement in the PIS that states the proposed study is government funded, to state that the study is HRC funded.
16. Please review the protocol and PIS to clarify whether the DMSC is onsite of offsite, and what considerations will be made if the DSMC is offsite.

Decision 


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

· Please amend the whanau PIS and study protocol to outline the requirements set by Right 7(4) of the Code of Health and Disability Service Consumers’ Rights, and how the proposed study meets those requirements as described in the present discussion with the HDEC.
· Please provide a copy of the charter for the DMSC; if not yet available, please outline who is on this committee and what they will be looking at.
· Please amend the protocol to include a data management plan outlining the identifiability, availability, and security of study data. Please include information on what form data will be shared with publications as part of publishing requirements (e.g., anonymised, aggregated). Please refer to Chapter 14 of the National Ethical Standards for Health and Disability Research and Quality Improvement (NEAC, 2019) for more fulsome requirements.
· Please amend the Participant Information Sheet, Consent Form and Protocol, 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 Dr Michael Meyer and Mrs Kate O’Connor.


 

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:
	15 September 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 Catherine Garvey

3. Review of Last Minutes

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

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business




[bookmark: _GoBack]The meeting closed at 5.45pm.
	HDEC Minutes – Northern A Health and Disability Ethics Committee – 18 August 2020
	Page 1 of 26





	HDEC Minutes – Northern A Health and Disability Ethics Committee – 18 August 2020
	Page 13 of 26



image1.png
-

l and

. Disability
Ethics

g Committees




