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	                  Minutes




	Committee:
	Northern B Health and Disability Committee

	Meeting date:
	1st March 2022

	Zoom details:
	https://mohnz.zoom.us/j/96507589841



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Assigned Lead Reviewers

	11:30 – 12:00
	2022 EXP 11998
	Stand Strong, Walk Tall - Pilot
	Senior Lecturer
Sarah
Christofferson
	Ms Kate O'Connor
& Mrs Leesa Russell

	12:00 – 12:30
	2022 EXP 11794
	Investigating visual hallucinations in Parkinson’s
disease
	Dr Kyla-Louise
Horne

	Ms Catherine
Garvey & Mr Barry
Taylor

	12:30 - 1:00
	2022 FULL 11930
	My Experiences, My Rights: Supports and
Services
	Associate
Professor Brigit
Mirfin-Veitch

	Mr Anthony Fallon
& Ms Albany Lucas

	1:00 –
1:30
	2022 FULL 11876
	Participate-CP: Helping kids with cerebral palsy to
be more physically active through doing sports and
leisure
	Dr Sian Williams
	Ms Jessie Lenagh-
Glue & Mrs Leesa Russell

	1:30 – 2:00
	
	Break (30 minutes)
	
	

	2:00 –
2:30
	2022 FULL 11506
	Dulaglutide and a low calorie diet in T2DM
	
Dr Carl Peters

	Ms Alice McCarthy
& Mr Barry Taylor

	2:30 – 3:00
	2022 FULL 11205

	Optimize Pro

	Dr Mark
Webster
	Ms Catherine
Garvey & Ms
Albany Lucas

	3:00 – 3:30
	2022 FULL 12215
	Walk a mile in their shoes - Lived experience of
FASD

	Dr Joanna Chu
	Ms Kate O'Connor
& Mrs Leesa Russell




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor
	Lay (ethical and moral reasoning)
	 13 August 2021
	 16 August 2024
	Present

	Mrs Leesa Russel
	Non-Lay (Intervention/Observational Studies)
	13 August 2021
	16 August 2024
	 Present

	Mr Barry Taylor
	Non-Lay (Intervention/Observational Studies)
	 13 August 2021
	16 August 2024
	Present

	Ms Alice McCarthy
	Lay (Law)
	 December 2021
	 December 2024
	Present

	Mr Anthony Fallon
	 Lay (Consumer/Community Perspectives)
	 13 August 2021
	 13 August 2024
	 Present

	Ms Albany Lucas
	Non-lay (observational studies)
	December 2021
	December 2024
	 Apologies

	Ms Catherine Garvey
	Lay (Law)
	 11 August 2021
	11 August 2024
	 Present

	Ms Jessie Lenagh-Glue
	Lay (ethical and moral reasoning)
	December 2021
	December 2021
	Present



Welcome
 
The Chair opened the meeting at 11am and welcomed Committee members, noting that apologies had been received from Ms Albany Lucas. 

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Ms Jessie Lenagh-Glue, Mr Anthony Fallon,Ms Albany Lucas and Ms Catherine Garvey 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 1st February were confirmed.






New applications 

	1  
	Ethics ref:  
	2022 EXP 11998

	 
	Title: 
	Stand Strong, Walk Tall - Pilot

	 
	Principal Investigator: 
	Dr Sarah Christofferson

	 
	Sponsor: 
	University of Canterbury

	 
	Clock Start Date: 
	17th February 2022 



Dr Sarah Christofferson 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 principal aim of the study is to evaluate the impact of the SSWT intervention on participants in terms of: - therapeutic change on key identified targets (e.g., self-efficacy, self-regulation, stress/emotion management, interpersonal functioning) - general wellbeing and quality of life - behavioural outcomes
Summary of resolved ethical issues 

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

2. The Committee asked for further information on the therapy sessions for the study. The Researcher explained that there would be two therapists in the primary research team, in addition to other clinicians involved in the research. 

Summary of outstanding ethical issues

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

3. The Committee requested that all sponsors have signed the appropriate paperwork. 
4. The Committee asked for clarification on how the research database will be distinguished from future use in the data management plan (DMP) and who will have access to the data. This was raised as there is up to 10 years of linkage between the data gained from the study and the Ministry of Justice (MoJ). The Researcher confirmed that the data would be coded and potentially identifiable and would be accessed by a portion of the research team. The Committee requested that the primary researcher be the only person on the team to have access to the identifiable data through MoJ to ensure there is as much confidentiality as possible. 
5. Please consider whether participants will all have access to emails and any privacy implications this may have. Please consider supplying anonymised ways of contacting the research team (i.e., a contact phone number). 
6. The Committee requested the following changes to the advertisements and website:
a. Please make it clearer that the ‘pilot service’ is clinical research. 
b. The Committee requested a draft copy of the website landing page to be submitted for review. 
7. The Committee requested the following changed to the Data Management Plan: 
a. Please ensure that the linked data from the criminal records are included (section 5)
b. Please clarify that de-identified data is being shared with the sponsor. 
8. The Committee requested the following changes to the protocol: 
a. Please clarify how long the study will be following up on the clinical records of the participants.
a. Please provide information on the frequency of follow ups. This should also be included in the PIS. 
b. Please be sure that the study duration reflects the timeframe of the follow ups (i.e., if records will be followed up for 10 years, the study timeframe needs to be listed as 10 years). Please ensure that this is reflected across all documentation. 
c. Please supply a statistical data analysis to provide further information on how data was gathered and how it is being used. 
d. Please ensure that the possibility of Future Unspecified Research (FUR) and how the participants’ data will be used is made clear. This information should also be provided in the PIS/CF. 
e. Please finish Section 8.7 as this is incomplete and add in any relevant information regarding FUR or data linking. 
f. Please clarify in Section 11.1 regarding withdrawal from the study. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

9. Please clarify that obtaining information of the participant’s criminal record held with MOJ will be collected as part of the study and is mandatory for the purposes of the study. 
10. The Committee asked for clarification on the use of the 'fantasies diary' and whether information would be used for the study. The Researcher explained that the diary is an optional therapy tool to be discussed with the study therapists but would not be used to obtain data.  The Committee requested that the various types of data collection, distinguishing which is part of therapy and which will be given to the researcher is clarified to the participant. 
11. Please ensure that any reference to linking to the StatsNZ IDI is removed from the study documents. 
12. The Committee requested further information on what form the final service will take (i.e., a data-set) and ensure that this final outcome is made clear to the participants. Be sure that any retention of data taken from the study being used in the new service is made clear. 
13. Please remove the reference to participation in the study being a benefit to the participant. This includes reference to the study being free to the participant. 
14. Please check all documents are free of spelling or grammar mistakes. 

Decision 

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

15. Please address all outstanding ethical issues, providing the information requested by the Committee.
16. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
17. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Leesa Russell and Ms. Kate O'Connor. 



	2  
	Ethics ref:  
	2022 EXP 11794

	 
	Title: 
	Investigating visual hallucinations in Parkinson’s disease

	 
	Principal Investigator: 
	Dr Kyla-Louise Horne

	 
	Sponsor: 
	New Zealand Brain Research Institute

	 
	Clock Start Date: 
	17th February 2022 



Dr Kyla-Louise Horne, Ms Ann Holden and Dr Michael MacAskill 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 study examines whether Parkinson’s participants with visual hallucinations (both complex visual hallucinations and minor visual hallucinations) have an increased reliance on internal expectations or prior beliefs (such as expectation bias), rather than direct visual perception. They will be compared to controls and Parkinson’s participants without hallucinations, on a visual motion task. 2A: Drift-diffusion modelling (DDM) will be used to determine if evidence accumulation (i.e. drift rate) during decision-making is different across groups, as a function of cue condition.

Summary of resolved ethical issues 

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

2. The Committee commented on the volume of studies being conducted through the long cohort associated with the New Zealand Brain Research Institute (NZBRI) and queried whether the study cohort may be over-researched. The Researchers explained that NZBRI has had a relationship with the study cohort since 2007 and it is evident through their strong engagement and communication with the cohort, they are confident that the group would indicate if there was a sense of research fatigue. 
3. The Committee asked whether they would consider recruiting outside of their database if there is low uptake. Whilst this is unlikely, the study team could contact a neurologist at the institute to refer participants to the study. The Researcher noted that family members already involved with the participants care would usually act as healthy controls. 
4. The Researchers clarified for the Committee that participants would not have to do separate overlapping tests towards the long study and the hallucinations study.
5. The Committee asked whether the design queries raised by the peer reviewer had been addressed. The Researcher explained that many of the design queries were not applicable to the study and is explained in the application cover letter. 

Summary of outstanding ethical issues

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

6. Please list the appropriate person at NZBRI as the sponsor of the research. 
7. The Committee asked for further information on how many participants would be a part of the PhD. The Researcher explained that there will be approximately 60 - 90 participants. The Committee requested that this is made clearer in the study documentation. 
8. The Committee asked for clarification on whether relevant data from existing NZBRI studies would be used to inform the hallucination study. The Researcher explained that relevant information would be pulled from a centralised database. 
a. The Researchers confirmed to the Committee that the codes for deidentified data would be consistent across databases. The Committee requested that this information be made clearer in the protocol and added to the participant information sheet (PIS). 
b. Please update information to the Privacy Act and ensure it refers to the 2020 version. 
c. Please clarify who has access to the participants information and who can see deidentified data. 
9. Please review the reimbursement amount. 
10. Please include a statement on reporting the study in a way that will not stigmatise any groups.  
11. Please outline Māori consultation in the data management plan.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

12. Please clarify on the frequency of the routine cognitive tests and provide a more specific timeline.
13. Please provide more information on any follow-ups after the study.
14. Please provide options to participants should the study need to be conducted remotely. 
a. Please send screenshots of any at-home tests. 
15. Please include more information on Māori cultural perceptions of hallucinations and how the findings of the study will be presented to Māori. 
16. Please include some information for participants who may find experiencing hallucinations distressing (such as participants where it is a new symptom, or it was not an expected symptom). Include information on referring the participant’s GP. 
17. Please include details that the participant would be moved into the hallucination group if this symptom develops. 
18. Please include a statement on how information from the study will be presented in a way that will not stigmatise any population. 
19. Please include more information on why identifiable information will be stored and for how long.  

Decision 

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

20. Please address all outstanding ethical issues, providing the information requested by the Committee.
21. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
22. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Barry Taylor and Ms Catherine Garvey.
	3
	Ethics ref:  
	2022 FULL 11930

	 
	Title: 
	My Experiences, My Rights: Supports and Services

	 
	Principal Investigator: 
	Dr Brigit Mirfin-Veitch

	 
	Sponsor: 
	Disabled People's Organisation Coalition

	 
	Clock Start Date: 
	17th February 2022



Dr Brigit Mirfin-Veitch, Ms Umi Asaka and Robbie Francis Watene 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. Findings from this disabled person-led research will contribute to new knowledge about disabled people’s experiences of supports and services. These findings will contribute to a report on the current implementation of the UNCRPD within Aotearoa New Zealand, as well as help to monitor its progressive realisation over time. This is a crucial aspect of improving the health and wellbeing outcomes of the New Zealand disability community. Comprehensive information on the experiences of disabled people is a powerful tool for promoting the social change needed to realise the UNCRPD. For example, credible and accurate data about human rights can persuade governments that abuses are occurring, and that action is needed to fulfil human rights obligations.

Summary of resolved ethical issues 

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

2. The Committee asked for more information on how the study team would manage any distress resulting from the topics of the study. The Researcher explained that the team are formally trained in sensitive research and first aid. They also have resources at hand to refer the participant to if further support was required. 

Summary of outstanding ethical issues

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

3. The Committee enquired about the consent process for the questionnaire. The Researcher explained that consent is assumed upon questionnaire completion and each questionnaire process is tailored towards the accessibility needs of the participants. This includes a team member explaining the questionnaire and going through the questions with them. The Committee suggested that because the current questionnaire asks for name and date of birth to include either a more active consent process (such as requesting explicit consent on a separate page) or making the questionnaires entirely anonymous. 
4. Please include more information on the management through to destruction of different data types (audio, video, transcripts, etc) in the data management plan. 
5. Please consider putting less information on the study advertisements as there is currently too much information and may be overlooked. 
6. Please include women in the groups who may experience barriers accessing disability support. Please provide more detail on the intersectional analysis of data.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

7. Please consider changing the Accident Compensation Corporation (ACC) statement as the likelihood of injury is low. In this section, resources for emotional distress could be discussed. 
8. Please provide more information on future use of data. 
9. Please outline the risks of confidentiality from disclosing information during the focus groups. Consider including a statement requesting privacy among the group participants. 
10. Please change the statement allowing participants to edit the focus group transcript. This could be changed to allowing participants to review the script for accuracy. Include a statement on asking for confidentiality when sharing the transcript outside the group. 
11. Please remove HDEC from the services and point to the counselling resources. You can include HDEC as a resource for ethical issues. 
12. Please upload the content of the website landing page for HDEC review. 

Decision 

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

13. Please address all outstanding ethical issues, providing the information requested by the Committee.
14. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
15. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Albany Lucas and Mr Anthony Fallon. 




	4
	Ethics ref:  
	2022 FULL 11876

	 
	Title: 
	Participate-CP: Helping kids with cerebral palsy to be more physically active through doing sports and leisure

	 
	Principal Investigator: 
	Dr Sian Williams

	 
	Sponsor: 
	University of Queensland

	 
	Clock Start Date: 
	17th February 2022 



Natalie Dos Santos 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. In Australia, 35,000 people are living with cerebral palsy (CP).  People with CP have poorer health outcomes, are less active and have a 1.2 to 1.6 greater risk of chronic health conditions such as diabetes, hypertension and stroke compared with those without a disability. The researchers have data about a new intervention called Participate-CP, which is a therapy that improves children’s participation in physical activity goals that are meaningful to them. In this trial for 100 children with CP, researchers will compare Participate-CP to Standard Care to see whether or not the intervention delivers additional benefits over Standard Care.

Summary of outstanding ethical issues

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

2. The Committee noted that study documentation is not appropriate for the New Zealand context and instead is fit for use in Australia. Documentation requires amendment for use in New Zealand. These include:
a. References to specific challenges in the New Zealand population or things specific to New Zealand around this such as higher incidence in certain populations.
b. A separate New Zealand addendum for the protocol is required to include information for the New Zealand context on scale validation status, therapist qualifications, references to committees and regulatory standards, data standards and guidelines, etc. 
c. 2 Assent forms are required for 2 different age categories (ages 7-11 and 12-15). The Committee referred the Researcher to the HDEC templates. The parents will consent with the assent of the child alongside. In addition, if you are asking parents to complete questionnaires about themselves, they are participants and they need to consent for their own participation in the research. 
d. The standard of care in New Zealand should be documented. It should be noted that this is in addition to standard of care, rather than replacing.
e. The location of assessments are held and how are they being done should be noted. State whether they are flexible, the specific times, will travel be reimbursed, etc. 
f. Māori data sovereignty is acknowledged in the application form but not in the protocol. The Committee further suggested the data committee has New Zealand representation.
g. 150km from study site in New Zealand is considered quite far for travelling. The Committee suggested this is reviewed for feasibility in New Zealand. 
h. The Committee noted that the study intervention cannot be called a therapy as it’s a study intervention that isn’t guaranteed to work. In addition, a koha or travel expense reimbursements for participants should be provided as the intervention alone should not be considered a benefit outweighing the costs. If children are encouraged to participate in sports where they otherwise wouldn’t as part of the study, costs associated with this should be reimbursed too (i.e., membership or uniform costs etc.) as this may not be done for financial reasons previously but are being encouraged to parents by a therapist for the health of their child.  
i. Access to covid testing is currently limited in New Zealand. The Committee suggested the study provide Rapid Antigen Tests (RATs) for home visits if the person is unvaccinated. Any changes made due to changing covid situation will need to be submitted as an amendment. The Committee noted that studies cannot discriminate against vaccination status. 
j. Health Resource Use Form contains date of birth which makes it identifiable. Remove this and use study number instead.
k. Ethnicity and sex (which should be gender) must be consistent with New Zealand census categories, inclusive of a non-binary or similar option for gender.
3. Age references of study population is inconsistent in the protocol, please review amend for consistency. 
4. Protocol mentions taking photos and videos on page 19 but is not mentioned anywhere else. Please elaborate on when this is and why in more detail. 
5. The Committee requested that it’s clarified that the intervention therapist in the study is not the treating therapist for participant. 
6. Flyer advertisement needs to mention that some will be waitlisted and their participation in the study will be longer as a result. Also state that parents will be participating and will be asked questions, as well as travel costs will be reimbursed.
7. The Data Management Plan (DMP) needs to include photos, videos and activity recordings in section 7 and how this will be deidentified. If they have to be kept identifiable, more detail is required around restricting access and security. 
8. The DMP states that data is kept indefinitely and not destroyed. This is also stated in the adult participant information sheet (PIS). The DMP also states that there is also no future plans for research. It is unclear why this is being kept indefinitely. If it will have any future purpose, please note this.
9. Assent forms need to inform the children that they will be filmed and therapist may need to go to the location assessment. This means their friends or team members may know they have a therapist/participating in the study. Please clearly outline what happens around this, and state further what happens if they don’t want that (i.e. whether that means not participating or that sports visit isn’t done). Assent forms also needs to state that their parent will be asked questions about them.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

Assent Forms
10. Amend that activity for location assessment means therapist will attend there (beyond just house)
Adult PIS/CF
11. Please remove any flipping of coin reference
12. Need separate consent for supplying information in questionnaires
13. Please ensure covid testing information is up to date. 
14. Travel reimbursement information needs revision, taking into account point 2(h). 
15. Remove participation to study as a benefit as this is not why they are participating.
16. Please mention videos and photos and the identification of these. 
17. Privacy and potential stigma of therapists coming to location assessments should be included.
18. Child signature should be removed as they have their own assent form.
19. Make it clearer for New Zealand audience that information is being sent overseas to Australia. 
20. Information about individuals as taonga needs to be addressed/acknowledged in a cultural statement.
21. Please change wording/framing of the PIS to be joint decision between child and parent for participation. 
22. Discuss what happens after participation ends, such as no expectation that these activities will be sponsored after the study, etc.  

Decision 

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

23. Please address all outstanding ethical issues, providing the information requested by the Committee.
24. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
25. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Jessie Lenagh-Glue and Mrs Leesa Russell.


	5
	Ethics ref:  
	2022 FULL 1506

	 
	Title: 
	Dulaglutide and a low calorie diet in T2DM

	 
	Principal Investigator: 
	Dr James Shand

	 
	Sponsor: 
	Waitemata Diabetes Research Fund

	 
	Clock Start Date: 
	17th February 2022 



Dr James Shand 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 study aims (1) To ascertain feasible eligibility, recruitment and refusal rates for recruiting people with type 2 diabetes mellitus (T2DM) into a trial of low energy diet in combination with dulaglutide (2) Establish suitable procedures for optimising acceptability and retention in such a study (3) Ascertain the impact of this intervention on health-related quality of life and mood outcomes (4) To synthesise mean (SD) outcome data to inform the sample size of a definitive trial
Summary of resolved ethical issues 

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

2. The Committee asked for clarification on whether the meal replacement company (Cambridge) would be supplying or involved in the study. The Researcher explained that the study would be purchasing the meal replacements through commercial avenues – the food company would not be sponsoring or funding the study. 
3. The Committee asked for more information on managing any potential conflicts of interest of the supplement company Cambridge dieticians being involved in the study. The Researcher explained that they are independent DHB dieticians who have been trained in the product, however they have no commercial interest in the study. 
4. The Committee noted that the study would be recruiting from a bariatric waiting list and wished to be sure that participants would not be partaking in the study as a means to lose weight quickly to get the surgery faster. The Researcher noted that meeting weight targets does not change a participant’s position on the waiting list for bariatric surgery. 
5. The Committee noted the minimum BMI of 27 and queried whether this study could potentially exacerbate disordered eating. The Researcher explained that existing literature on meal replacement programmes showed that a minimum BMI of 27 is effective and noted that this accounts for variables such as ethnicity. 

Summary of outstanding ethical issues

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

6. Please acknowledge the cultural importance of preparing and sharing food and provide a cultural support person to contact. 
7. The Committee asked whether the study drug (dulaglutide) would impact the participants insulin levels. The Researcher confirmed that it has an impact on the participants insulin requirements in participants who may have diabetes. 
8. The Committee noted the risks of removing patients from antihypertensive and insulin medications early in the study (such as sudden changes in blood pressure) and asked about implementing a more incremental approach with increased monitoring. The Researchers explained that the current study protocol is modelled after previous similar studies and are confident that it is safer to reduce antihypertensive and insulin medications earlier in a meal replacement programme. 
9. The Committee asked how closely participants will be monitored. The Researchers explained that participants have check-ins after the on weeks one, 4, 8 and 12. The Committee requested for participants to be monitored more frequently during the first week of the study given the participants may be subject to more physiological changes during this time due to ceasing their antihypertensive/insulin medications and change in diet. 
10. Please provide more information on the management of adverse events (how information on the event will be collected, how it will be coded, participant management, etc). 
11. Please include a statistical analysis plan (how data will be analysed, etc).
12. Please provide more detail in the data management plan, such as how long data will be retained for, the storage and security of data, etc. 
13. The Committee noted that the peer reviewer mentions a historic cohort comparator and asked whether this would be used in the study. The Researcher explained that this is not the plan but would submit an amendment if this were to change. 
14. The Committee asked for clarification on why people with learning difficulties are being excluded from the study. The Researcher explained that dulaglutide is a self-administered medication and there is concern that the sudden changes (diet, medication, etc) may be difficult to a person with significant learning difficulties to manage, which would increase risk. The Committee requested that anyone be considered for the study regardless of learning difficulties and provide aid where possible, however understood that in some cases significant learning difficulties may be hard to manage due to resourcing. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

15. The Committee asked for more information about the two cups of vegetables that would be introduced at week 12. 
16. Please provide information on which vegetables are encouraged. 
17. Please provide information on what nutrients are being provided through the meal replacements and explain why vegetables are being introduced at this point. Please also clarify if portioned solid food is included as meal replacement, or whether it is liquid-only.
18. Please provide information on how allergies would be mitigated and participant safety is ensured. 
19. Please clarify which aspects of the group session would be done independently (i.e. outline that the weigh in and measurements will be done in private, and state that there will be a space to speak privately with the research team)
20. Please clarify whether the participant can bring a support person. 
21. Please list all potential side effects or risks of dulaglutide. 
22. Please provide information on what should be expected of the participant after the conclusion of the study (whether participants can continue the same eating plan, whether to increase calories, etc). 
23. Please reimburse participants for the pharmacy charge for the duration of the study.
24. Please include information on building healthy habits within the study and details on contacting mental health services. 

Decision 

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

25. Please address all outstanding ethical issues, providing the information requested by the Committee.
26. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
27. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr Barry Taylor and Ms Alice McCarthy. 


	6  
	Ethics ref:  
	2022 FULL 11205

	 
	Title: 
	Optimize Pro

	 
	Principal Investigator: 
	Dr Mark Webster

	 
	Sponsor: 
	Medtronic New Zealand Limited

	 
	Clock Start Date: 
	17 February 2022 



Ms Mandy Fish 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 study objective is to collect post-market clinical evidence on valve performance and procedural outcomes associated with an “optimized” Transcatheter Aortic Valve Replacement (TAVR) care pathway and post-TAVR conduction disturbance pathway while using the Evolut™ PRO and Evolut™ PRO+ devices.

Summary of resolved ethical issues 

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

2. The Committee was assured that there would be no waitlist impact for receiving care due to their participation. 

Summary of outstanding ethical issues

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

3. The Committee noted that it was unclear based on the study documentation how this care plan differed to the standard of care for participants (including follow up and monitoring). Please clarify this and outline how participation differs from standard of care and what exactly is being trialled (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.41).
4. Recruitment for the study is well explained but the submission does not outline the role of the screening committee and Sponsor representatives who make the ultimate decision whether to proceed to enrol each participant after they have undergone the screening visit. Please clarify that this process is undertaken in a way that ensures the participant receives the TAVR in the time frame that they would if not being screened, and how this avoids bias on the part of the Sponsor. The Committee noted that there shouldn’t be a need for the Sponsor to perform this screening function. Please provide justification or remove this component. National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.8 &11.5).
5. The Committee requested clarification for the need of for 3 “roll in” participants at each site for the purpose of training in the protocol. This also needs to be communicated to participants as their data is not going to be used (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17, & 9.7). 
6. The Committee understand the need for a Sponsor representative to be present for the insertion of the device. The protocol states they reserve the right to be present for any other patient visits after, which makes them privy to identifiable health information. The Committee did not consider this acceptable and this needs to be removed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.41& 12.18)
7. Holter monitor is mentioned in participant information sheet (PIS) but not fully explained in the protocol. Please outline why this brand is used and why this is required. The PIS also need risks and information around the Holter monitor. Peer review notes mandated use of the Medtronic pacemaker. The Committee is unclear why it has to be this model in any other study documentation.
8. In E1 of the Application form, the Committee suggested thinking through potential harms to participants from this procedure, insertion and other things that are not standard of care (National Ethical Standards for Health and Disability Research and Quality Improvement, para 8.1-8.3). 
9. An element of independence is required in the data monitoring and screening space due to the Sponsor’s involvement throughout the study.
10. Termination rules are unclear in this submission. Please clarify that study cannot be stopped for financial or administration reasons, and not just at the discretion of the Sponsor (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.34-11.37).
11. Sponsor insurance is insufficient for coverage should something go wrong. The Committee suggested at least $1million (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.5).
12. The Data Management Plan needs more detail around the Electrocardiogram (ECG) data collected (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
13. Please make it clear how many New Zealand participants there are.
14. Explain all elements of the study, including time frame for the Sponsor’s committee to determine eligibility and any impact on timing of procedure.
15. Roll in participants are not referred to; either outline the numbers or give them their own PIS/CF.
16. Presence (in person or remote) of Sponsor’s representative during procedure should be explained.
17. Explain the care plan in more detail.
18. Explain where data goes, particularly ECG data. The protocol suggests that the lead investigator for New Zealand might not have access to some of this.
19. Explain the possible need for a pacemaker arising after TAVR with development of arrhythmia and why this is of relevance to the study. If included, explain the requirement of the Sponsor to use a Medtronic pacemaker and collection of pacemaker data at different time points and how this relates to the study aims.
20. Explain CareLink (that collects/transmits pacemaker data to the sponsor) in more detail.
21. Compensation cannot rely on the industry guidelines and removing reference to Medicines New Zealand and just referring to “industry guidelines” because this is a device trial does not provide information. Compensation should be provided in accordance with the NEAC Standards.
22. The labs briefly referred to in the DMP are not included. Please include details about the core labs and the nature of data received.
23. Amend the advocacy email to advocacy@advocacy.org.nz 
24. Amend the Consent Form reference to Medtronic having access to “my medical files” so that it stipulates that this is study-related medical records and only for the purposes described in the information sheet.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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Summary of Study

1. The study aims to explore the feasibility of using wearable cameras as a method for collecting data on the individual experience of Fetal Alcohol Spectrum Disorder (FASD) in order to attempt to recreate the experience via virtual reality (VR). This will also be done by capturing the lived experience of a person with FASD through various tools in addition to the camera such as submitting narratives (written and visual). 

Summary of outstanding ethical issues

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

2. The Committee and the Researcher discussed what the camera captures and acknowledged the privacy considerations taken. After the discussion, it was queried whether others would modify their behaviour knowing they were on camera, which the Researcher acknowledged as a possibility, but is hoping that the footage can be used to help facilitate conversations around triggers for the participant and remain engaged in research they can be excluded in. The Committee noted their concern around the vulnerability and burden around not only the participants, but their caregiver/guardian as well. Some areas or schools may be potentially risky for expensive equipment to be openly used, particularly among a population that may not be able to handle a challenging situation. In addition, there is the burden of needing to hand out waivers and obtain consent for footage being captured as well as being able to know when to turn the camera on and off. The Committee stated this needs to be thought out more thoroughly and detailed further in study documentation, as well as acknowledged in participant-facing documents. The Committee suggested that reducing amount of time needed for camera to be worn could reduce burden and risk on the participant and caregiver/guardian. Parents should further be informed of what role they may have to play in securing the safety of the child during this time. The school and workplace for older participants should be informed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.4, 6.5
3. The Committee stated that studies should usually be done in adults before children are participants where possible, and sufficient justification for why children must also be included has not been provided (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.2, 6.19, & 6.20). A modified protocol that starts with adults and is amended later to include children would be acceptable. 
4. Participants will have diminished capacity and it was not documented how the study will support them to consent. The Committee suggested that a supportive whānau approach is needed. If electronic consent is administered remotely, no one is ascertaining someone’s capacity. Participants aged 16+ needs supported consent that recognises diminished capacity with a dynamic consenting process so ongoing consent is supported throughout the trial. Consent cannot be sought from caregivers/guardians for those over 16 and if they cannot consent for themselves, then it is a non-consenting study. Non-consenting participants can only be enrolled into research if Right 7(4) of the Code of Health and Disability Services Consumers’ Rights is satisfied. The Committee advised that family members or caregivers/guardians can give their opinion on whether they believe this person would be ok with participation, but they cannot provide proxy consent.  No one can consent for another adult except in some specific circumstances as outlined in chapter 6 and 7 of the National Ethical Standards (2019). Under 16s should still have assent obtained in combination with guardian/caregiver consent. Appendix on assessing capacity is good, but this requires expanding in an operational way in the protocol. How consent is supported needs to be amended and clearer in protocol and participant-facing documents (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.3, 6.6-6.12, 6.24a, 6.26, 6.27, 7.1, 7.4, 7.10, 7.59-7.74). 
5. If Māori cultural events are being recorded, information captured needs to be returned to the participants and a copyright assigned. This will be outlined in the University of Auckland guidelines for working with Māori (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.3a) 
6. Please clarify in the protocol and data management plan when captured footage will be identifiable, when they will be deidentified and how they are deidentified. Please also detail further the review of the images by the participant more (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7 & 12.15a). 
7. If guardians/parents/caregivers are participants and taking part, they need to have their own participant information sheet that is more focused than the current Parent participant information sheet. This should include information on their role as part of the consent process, their support role and what their direct participation also involves. 
8. Please ensure that identifiable data sections of the DMP and protocol are consistent and use of photos for future use is noted as not appropriate. Sections 8.3 and 11.21 require amendment. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7 & 12.15a).
9. The Committee noted that not all comments made in the peer review were addressed. Please either make these changes or justify why these suggestions are not incorporated. 
10. Study procedures needs more detail in the protocol around the non-camera stages of the study such as the demographics questionnaire and the narrative component. The Committee recommended that the narrative component could be the initial step and be reviewed by the Institutional Ethics Committee of the University. This could be done easily in the youngest pool of the group and test the methods of coding as preparation for the video-component, which only the 16+ of the group are involved in as a later submission to the HDECs.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

11. The Committee noted there are missing sections of the participant information sheet in order to obtain fully informed consent, particularly around withdrawing from the study and what will happen to participant data. The Committee recommended the Researcher adapt the PIS template available on the HDEC website. 
12. Please clarify the target audience in the title for each PIS/assent form and focus the language on who the consent is for (i.e., “you” or “your child”). It is currently unclear which form is for what target group. 
13. Risks of wearing camera and other parts of the study needs to be outlined, including what can be done about it. 
14. Diminished capacity short-summary PIS should be provided if it is to be used. The included diminished capacity sheet is currently long and will need to be amended. 
15. Narrative PIS should not include references to not providing consent. 

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.


General business


1. The Chair reminded the Committee of the date and time of its next scheduled meeting:

	Meeting date:
	05 April 2022

	Zoom details:
	To be determined




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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 4pm
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