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	                  Minutes




	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	05 April 2022

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





	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:30am-12:00pm
	2022 EXP 11891
	Pituitary tumour study
	Dr Marianne Elston
	Mr Jonathan Darby & Mrs Leesa Russell

	12:00pm-12:30pm
	2022 FULL 12290
	The Experience of Home for People with Intellectual Disability in the Private Rental Sector
	Miss Melissa Beukes
	Dr Cordelia Thomas & Mr Barry Taylor

	12:30pm-1:00pm
	2022 FULL 11124
	SPICE IV: Early Sedation with Dexmedetomidine vs. Placebo in Older Ventilated Critically Ill Patients
	Dr Colin McArthur
	Ms Alice McCarthy & Dr Devonie Waaka

	1:00pm-1:30pm
	2022 EXP 11933
	ALEXA
	Mrs Elizabeth Thatcher
	Ms Kate O'Connor & Ms Amy Henry

	
	
	Break
	
	

	1:40pm-2:10pm
	2022 FULL 12332
	ARORAGE-1001: A Study to Evaluate ARO-RAGE Inhalation Solution in Healthy Participants and in Patients with Asthma
	Dr. Mark O'Carroll
	Ms Alice McCarthy & Mrs Leesa Russell

	2:10pm-2:40pm
	2022 FULL 11744
	A Randomized, Double Blind, Placebo-Controlled study to Evaluate the Efficacy and Safety of two dose levels of KVD900 for treatment of Angioedema Attacks type I or II.
	Dr Anthony Jordan
	Dr Cordelia Thomas & Dr Devonie Waaka

	2:40pm-3:10pm
	2022 FULL 12454
	Dyspnoea and exercise intolerance in pulmonary arterial hypertension
	Dr Michael Plunkett
	Mr Jonathan Darby & Mr Barry Taylor

	3:10pm-3:40pm
	2022 EXP 12363
	Three-dimensional models of breast cancer
	Dr Emma Nolan
	Ms Kate O'Connor & Ms Amy Henry

	
	
	Break
	
	

	3:50pm-4:20pm
	2022 FULL 12045
	An Aotearoa New Zealand Diet for Metabolic Health and Whānau Wellbeing: He Rourou Whai Painga
	Professor Jeremy Krebs
	Ms Kate O'Connor & Ms Amy Henry

	4:20pm-4:50pm
	2022 FULL 12325
	ABI-H3733-102: A Study of ABI-H3733 in Participants with Chronic Hepatitis B Virus Infection
	Prof. Edward Gane
	Ms Alice McCarthy & Mrs Leesa Russell

	4:50pm-5:20pm
	2022 FULL 12434
	Disability, home and family in a multicultural context
	Associate Professor Brigit Mirfin-Veitch
	Mr Jonathan Darby & Dr Devonie Waaka

	5:20pm-5:50pm
	2022 FULL 12519
	Exploring Novel Non-Invasive Neuromodulation for Improving Cognitive Functioning.
	Professor Dirk De Ridder
	Dr Cordelia Thomas & Mr Barry Taylor




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical/Moral reasoning)
	13/08/2021
	16/08/2024
	Present

	Mrs Leesa Russell
	Non-Lay (Intervention/Observational Studies)
	13/08/2021
	16/08/2024
	Present 

	Mr Barry Taylor
	Non-Lay (Intervention/Observational Studies)
	13/08/2021
	16/08/2024
	Present

	Ms Alice McCarthy

	Lay (the Law)
	22/12/2021
	22/12/2024
	Present

	Dr Cordelia Thomas 
	Lay (the Law) 
	20/05/2017 
	20/05/2020 
	Present 

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	13/08/2021
	13/08/2024
	Present

	Ms Amy Henry
	Non-lay (Observational studies)
	13/08/2021
	13/08/2024
	Present

	Dr Devonie Waaka 
	Non-lay (Intervention studies) 
	18/07/2016 
	18/07/2019 
	Present 








Welcome
The Chair opened the meeting at 11am and welcomed Committee members.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Mr Jonathan Darby, Dr Devonie Waaka, Ms Amy Henry and Dr Cordelia Thomas 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 01 March 2022 were confirmed.






New applications 

	1  
	Ethics ref:  
	2022 FULL 11891

	 
	Title: 
	Pituitary tumour study

	 
	Principal Investigator: 
	Dr Marianne Elston

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	24 March 2022



Dr Marianne Elston 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 resolved ethical issues 

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

1. The Committee queried what the benefits are to New Zealand for participation in this international study. After discussion it was clarified that there is no direct benefit to participants, and primarily the benefit to Researchers is around collaboration potential internationally.

Summary of outstanding ethical issues

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

2. [bookmark: _Hlk100147980]The Committee stated that the protocol does not meet National Ethical Standard 9.8 which outlines what a protocol should include. The Committee further noted that this submission would benefit from supplying the international protocol, with a New Zealand addendum or clarification memo so the Committee may understand the full context of the study and the country’s involvement (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7). The Committee required the following clarifications to be included:
a. Clarification around exclusion and inclusion criteria for New Zealand is required, including specifying whether family members are eligible and age range of participants. The New Zealand protocol needs to remove parental matches if whānau are not being approached. 
b. The New Zealand protocol should have reference to trial conduct, data and tissue (genetic information) being sent overseas and/or biobanking/data-banking and Māori data sovereignty.
c. Please outline exactly what information is to be collected from the medical notes and/or other clinical data collected.
d. Please provide detailed information about how you will find and access potential participants as this is not currently specific enough.
e. In New Zealand gender is collected, not sex. In addition, please ensure that New Zealand census categories are used for collecting ethnicity data, even if it is in addition to what is required from the international protocol.
f. A secure password protected computer may not be sufficiently secure for research data. Please consider using a secure server (partitioned) or cloud storage so that if the computer is lost all the data will not go with it. Programmes and individual documents should also be password protected and ideally encrypted as well.
g. The protocol needs a clear and stepped through outline of the participant touchpoints, how these will be conducted (i.e., study visits), what procedures and measures will be undertaken during these touchpoints and when these should be.
h. Please outline the number of participants to be recruited in New Zealand
i. Please clarify how long potential participants have to consider their participation, and what opportunities they have to ask questions. 
3. The peer review submitted doesn’t meet HDEC requirements of being independent from the study. Please provide an independent peer review. The HDEC peer review template can be used (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26). 
4. The Committee noted the following issues with the application form:
a. B15: A journal article is not only output as there are other indications elsewhere.
b. B17 and B17.1: Germline genetic testing may provide results which are relevant to the individual, please review how this information will be communicated (an appropriate referral) or clarify that full germline review (for multiple conditions) will not be undertaken.
c. B18: The Committee queried how the Researchers will recruit 200 participants and manage sample collection without any funding. This raises questions of sustainability and feasibility.
d. B21: Please outline how you will manage this conflict of interest in detail in your protocol.
e. D1: This inclusion criteria is very broad, please include 'adult' in this criteria to be clear you will not recruit children into your study. Please ensure this information is also in the protocol.
f. Exclusion criteria: If the Researchers are not providing translations and translators, they may wish to exclude participants who do not speak and/or read any English, as well as pregnant women.
g. E2: you are seeking consent to contact healthcare providers in your participant information sheet (PIS), this answer should be yes (and in E5 also outlines this plan).
h. H5 and 6: Please identify a local and international sponsor. The international group is likely international sponsor.
5. The Committee noted the current Data and Tissue Management Plan (DTMP) does not meet the National Ethical Standards in its current form and requested the following changes (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15, 14.16&14.17):
a. The role of the New Zealand labs and when they will be used is not described fully in any study documentation.
b. Data management policies of the New Zealand District Health Boards are involved. Please ensure these are referenced as some documentation is being retained in New Zealand for 10 years.
c. In Section 4, please mention some participants will be consented to Future Unspecified Research (FUR). 
d. Tissue should not need to be collected in an identifiable form. Currently reflects it will be identifiable so amend to specify the process of collection and deidentification. 
e. Source documentation, unless it is demographics or key codes, should be deidentified at site, and stored in this manner (not identifiable as suggested). This can then be reidentified if needed. No genomic results are that urgent and you may or may not be giving incidental findings back, it is unclear in the application.
f. On page 7, identifiable tissue will be used for analysis as described in the protocol, it does not seem that the protocol makes a distinction about what analysis is on identifiable or deidentified tissue, please review (both) documents (data only mentioned).
g. The list of data uses (several outputs) does not match application (journal only), please review and amend for consistency.
h. The referenced data policy in the Appendix is not supplied. 
i. Return of results section does not match other documentation 
j. 8.7 says data bank not applicable locally, but the PIS has a section on data banking. Please amend for consistency. 
k. Tissue bank if being used should have governance documentation provided
l. New Zealand collects gender, not sex. In addition, please ensure that New Zealand census categories are used for collecting ethnicity data, even if it is in addition to what is required from the international protocol.
m. The Committee noted that they need to see the case report/data collection forms used for the study.
6. Future Unspecified Research (FUR) should be referred to consistently in all documentation. In the Main PIS it is referred to as FUR, in the FUR PIS it is referred to as a sub study. It is unclear if it is a sub study, if it is, please provide a protocol for said sub study if not it is FUR.


The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 
All
7. The Committee noted that it seems the CFs may be inverted, and that the FUR consent may be attached to the Main PIS, and the Main CF is attached to the FUR consent. Otherwise, the consent on the FUR PCF specified to pituitary tumours seems paradoxical. Please review and resolve.
Main PIS/CF
8. Please include the formal study title.
9. Under ‘What does my participation involve”, please include the participant needing to come into the clinic to provide a blood or saliva sample, how soon or when the visit must be, if there is any wait time after providing a sample, and when the sampling will be used. 
10. Under “Who can take part”, please include any exclusions such as those who cannot get to the sampling site, under 16s, pregnant women, etc.
11. Under “What will happen to my blood” section, please make clear that the FUR is on a separate consent.
12. The risks section suggests incidental findings will be returned to participants, but the study protocol and application suggest otherwise. Please amend protocol and application to allow return of incidental findings to participants. 
13. Please specify that there will be reimbursement of travel costs if the participant has to have an extra visit to the clinic on top of their usual visits.
14. Please complete alternatives to taking part. The Committee suggested to include “you cannot take part and your usual care will not be affected.”
15. Please outline broadly what kind of medical information is to be collected (i.e., about your tumour and your care in relation to that tumour) and for how long (i.e., for the full ten years, for one year, at one time for retrospective collection or ongoing for X period).
16. Please ensure a plan to return results to the participant’s General Practitioner (GP) is in the protocol, as it is offered in the PIS/CF.
17. New Zealand investigators are not mentioned in the information section as having access. 
18. The PIS first suggests databank overseas is mandatory and indefinite, then in the databank/registry section suggests this is optional. It is again unclear what access the New Zealand investigator will have to data-banked information versus New Zealand collected information, if at all.
19. Consent to tissue banking in the CF needs to be on FUR PIS/CF, not on the Main PIS/CF
20. The Committee requested the removal of the ‘yes / no’ tick boxes from the consent form unless it is for a clause that is truly optional (i.e., the participant can answer ‘NO’ and still participate in the study). 
21. Please outline city and country of tissue storage/laboratory.
22. Please include that participants can only withdrawal prior to DNA analysis as outlined in the application form.
23. Please rephrase “what other alternatives do you have to taking part” to expand that they do have an alternative as it reads as if there is no choice but to take part. 
24. Study doctor, current doctor, GP and provider are all used differently in places. Please use consistent terms to clearly state what is meant. 
25. The Committee requested the inclusion of a cultural tissue statement to the PIS. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”
FUR PIS/CF
26. Please rewrite the line ' you have been chosen to participate' to reflect all participants in main study are asked to consider participation in FUR.
27. Please be clear if FUR samples are retained indefinitely, as the study samples are already retained for 10 years. Participants may be unclear what the distinction is in this consent.
28. Please clearly state that research of any kind, on any topic may be undertaken with participants genetic information (or other information which can be gleaned from tissue).
29. Please remove options from the CF for identity to be kept with tissue samples as you are suggesting in the Main PIS/CF that they are completely deidentified.
30. May be worth saying it could be sold for commercial use
31. Please outline if any of the information provided for FUR could be used for commercial use.
32. Please change the black headings to be white on blue. 

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


	2  
	Ethics ref:  
	2022 FULL 12519

	 
	Title: 
	Exploring Novel Non-Invasive Neuromodulation for Improving Cognitive Functioning.

	 
	Principal Investigator: 
	Professor Dirk De Ridder

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	24 March 2022 



Professor Dirk De Ridder and Dr Divya Adhia 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 resolved ethical issues 

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

1. The Committee confirmed with the Researchers that neither the  University nor the investigators  have any financial stake in this research or the devices used. 

Summary of outstanding ethical issues

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

2. Please modify the flyer and other advertisement materials to avoid over-promising benefit (i.e., 'the findings from this study MAY enable us to develop novel treatment techniques...').
3. Please clarify in the study documentation the role of the support person is required for transportation and remove references to them as a “carer”.
4. The Committee requested the following changes to the protocol:
a. Per National Ethical Standard 9.20, all researchers conducting health research in New Zealand must collect good quality ethnicity data. Please update the protocol accordingly.
b. Clarify the recruitment and informed consent process, specifically the timing of informed consent completion relative to determining study eligibility. This is not clear in the protocol or application form currently. Amend the protocol to clarify whether informed consent and confirmation of eligibility are conducted on the same day as randomization and Treatment 1. The Committee noted too that self-selection may result in overrepresentation of some populations and recommended some targeted recruitment strategies.  
c. Clarify exclusion criteria 'Presence of any peripheral neuropathy or vascular pathology' means ‘History of’ rather than presence.
d. Confirm that there are no concomitant medications or medical conditions that would place participants at potentially increased risk of adverse events, e.g., seizure 
e. Confirm whether clinical support is readily available in the event of a seizure or other anticipated severe adverse event.
f. Clarify who makes the decision that the participant is fit for discharge at the completion of each session and how long monitoring is.
g. Ensure protocol consistently refers to the sample size of 48.
h. Please provide information about who is on the ethics committee providing data and safety monitoring for the study. 
5. The Committee noted the professional indemnity is out of date. 
6. Please include in the protocol and PIS what happens when a participant is non-compliant with restrictions (i.e., rescheduling or withdrawal).

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
7. Please review for jargon and make the PIS more lay-friendly. 
8. Please make it clearer that these are not new techniques, but rather these are being trialled for a new purpose.
9. Purpose of study also states it will study 4 techniques but only clarifies three - missing no brain stimulation. Please outline this further and explain what it involves (i.e. the current switched off). 
10. Please quantity number of standard drinks that equates to alcohol abuse. 
11. Please specify that data will be kept for 10 years. 
12. Please review for typos and repeated information throughout. 
13. State the possible consequences of not following study restrictions in (lengthened session times, additional sessions, study withdrawal as applicable).
14. Provide the approximate number of participants in previous trials at the centre.
15. Risk of seizure is not a 'minimal risk', please amend that these are severe but rare. Also state that it cannot be predicted when these could occur. 
16. Please clarify what confidence there is around likelihood of adverse events of this intervention.
17. Please clarify that the role of the emergency contact person and why this is required.
18. The Committee requested the cultural acknowledgement is expanded on. 
19. Please clarify the purpose of collecting an emergency contact, and how they may differ from the support-person providing transport.

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 Dr Cordelia Thomas and Mr Barry Taylor.



	3  
	Ethics ref:  
	2022 FULL 11124

	 
	Title: 
	SPICE IV: Early Sedation with Dexmedetomidine vs. Placebo in Older Ventilated Critically Ill Patients

	 
	Principal Investigator: 
	Dr Colin McArthur

	 
	Sponsor: 
	Monash University

	 
	Clock Start Date: 
	24 March 2022  



Dr Colin McArthur and Anna Hunt 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 resolved ethical issues 

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

1. The Committee noted that the application form states that the GP notification for significant mental health issues picked up in follow up is optional. The Researcher clarified the GP will be kept in the loop of follow up. 
2. The Committee was assured that the placebo arm is in addition to usual care so participants will not be affected in their sedation.
3. The Committee was satisfied that participants who do regain consciousness and can provide informed consent have sufficient opportunity to withdraw their involvement from 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.
4. The Committee stated that the study needs to meet legal obligations with Right 7(4) of the Code of Health and Disability Services Consumers’ Rights. After discussion, the Committee agreed that the study will meet Right 7(4) with the following changes:
a. The whānau information needs to be clearer that their opinion is being sought and that this is not a consent process, as well as outlining the role of the clinician with the enrolment and what their loved one’s participation involves. 
b. The default should be that whānau are approached while being mindful of potential distress in order to meet Right 7(4) requirements. 
c. Future Unspecified Research (FUR) and extra follow-ups (after consent for continuing participation) cannot be argued under Best Interests.
5. In protocol, please include the National Ethical Standards in 9.1 under Ethics guiding principles.


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

6. Under ‘What if something goes wrong’, please include a reference to life insurance. The standard template will need to be modified but can be used. 

Decision 


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

7. Please address all outstanding ethical issues, providing the information requested by the Committee.
8. 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).
9. 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 Alice McCarthy and Dr Devonie Waaka.




	4 
	Ethics ref:  
	2022 EXP 11933

	 
	Title: 
	ALEXA

	 
	Principal Investigator: 
	Elizabeth Thatcher	

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	24 March 2022



Elizabeth Thatcher 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 outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
1. The Committee stated that the scientific basis for this study is not well-documented in the protocol, and asked for the following to be addressed (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.1, 9.7, 9.8):
a. Explain how taking dexamethasone at night is hypothesised to result in improved sleep when Cmax is at 2 hours i.e., greatest steroid concentrations will occur overnight. Comment if biological effects lag plasma concentration. If so, state by how long.
b. Explain whether higher nocturnal dexamethasone plasma concentrations overnight may result in increased morning cortisol suppression. Comment if this could potentially carry risk to the participant.
c. Plasma t1/2 used for prednisone / prednisolone (2 -3 hours) but biological t/12 used for dexamethasone in protocol rationale. This needs to be consistent and clear which t 1/2 is being discussed (plasma or biological); biologic t 1/2 of prednisone is 12 hours-plus.  
d. Outcomes are measured by self-report; however, the study is not placebo-controlled and could result in significant risk of bias. To avoid this, the Committee suggested this study would need to double-blind (Treatment A = dexamethasone morning, placebo evening; Treatment B = placebo morning, dexamethasone evening).
2. The Committee noted that the following general items required were missing from the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8):
a. Please detail how data will be analysed. 
b. Protocol states use of sleeping aids will be recorded by participants (4.4), however no mechanism is provided for this.
c. Participants should be able to verbally request that medical information be given to their personal physician (5.2). Amend accordingly.
d. Please include method of handling withdrawals due to inability to tolerate dosing schedule and whether these participants are included in data analysis. 
e. Collection and treatment of important confounders (other medications such as sleeping pills, intercurrent illness etc.) not addressed.
f. Dosing diary not referenced and is usually considered important in this type of study (for timing and compliance with treatment).
g. No method for collection/reporting of adverse events. Please amend.
h. Please justify the sample size.  
3. The Committee need scientific expert peer review to display this is scientifically valid and should be done after amendments to protocol have been made (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.25-9.32). 
4. The Committee noted that the responses to cultural consideration questions in the application form were incomplete. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering this question, as well as seeking guidance through consultation. 
5. Please supply New Zealand Nurses Organization (NZNO) certificate of currency as proof of indemnity. 
6. The Committee requested the following changes to the Data Management Plan (DMP) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a):
a. Address institutional data governance policies/standard operating procedures that will be adhered to.
b. Delete statement regarding Ministry of Health notifiable disease reporting - it is not applicable to the study (4.1).


The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 
7. The Committee noted there are missing sections of the participant information sheet in order to obtain fully informed consent as outlined below. The Committee recommended the Researcher adapt the PIS template available on the HDEC website. 
8. Please include a description of what and how long a cycle is using lay-friendly terms.
9. Provide information for how to withdraw and go back to normal dosing/how do they switch back
10. Please use lay-language where possible (i.e., morning instead of mane etc.) 
11. Please use the templated ACC statement.
12. Please include restrictions around timing of the dose and clarify what “at night” means, such as at bedtime, around dinner, X hours before going to sleep, etc.
13. Confirm that changing the timing of dexamethasone won't impact on its efficacy. 
14. State whether changing to night dosing carries any other risks.
15. Include advice about continuing with normal sleeping aids. State whether participants can take sleeping pills if required and whether they need to notify study. 
16. State that the participant’s General Practitioner (GP) will be informed in event of clinically significant abnormal findings/concerns. Delete optional tick-box in relevant CF clause as this should be mandatory.
17. State who will have access to de-identified data, identifiable data, etc., in the data section.

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


	5  
	Ethics ref:  
	2022 FULL 12332

	 
	Title: 
	ARORAGE-1001: A Study to Evaluate ARO-RAGE Inhalation Solution in Healthy Participants and in Patients with Asthma

	 
	Principal Investigator: 
	Dr. Mark O'Carroll

	 
	Sponsor: 
	Arrowhead Pharmaceuticals, Inc.

	 
	Clock Start Date: 
	24 March 2022



Sharmin Bala, Courtney Rowse, and Dr Mark O’Carroll 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 resolved ethical issues 

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

1. The Committee clarified the need for the 2 bronchoscopies was due to the need for tissue samples obtained on the bronchial brush, not otherwise possible in a reliable and reproducible manner. The Committee requested that participants be provided transport after this procedure.
2. The Committee queried the bronchoscopy at screening given more people would be screened than enrolled, this was clarified by the researcher by stating there is an addendum to this requirement. As such the bronchoscopy would be done as the final step to the screening. The Committee noted any reserves for the cohort should in this case be provided financial compensation.


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 there were no drug risks provided in the application. Please provide an outline of the most important potential risks and how these will be monitored for or mitigated.
4. The Committee queried if there could be long term effect on the health of the patient given the impact on RAGE levels. The researcher intends to follow up on any effect that could be ongoing however this would be monitored and is not currently expected to be an ongoing issue. 
5. The Committee noted that there was no reversal for this drug and that this could cause issue in the event of infection but that the effect of the drug would fade over time. 
6. The Committee noted that optional cohorts would need to be submitted as an amendment to the study. 
7. Please include details of the nasal swab in the Data and Tissue Management Plan.

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

8. Please specify the period of follow-up more clearly in lay terms.
9. Where infection in the last 30-days is mentioned in exclusion from the study, in the case of COVID-19, please specify at what point the 30-days would be counted from.
10. Please delete 'depending on the type and objectives of the study' from reserve paragraph on page 4.
11. Please explain how diffusing capacity of the lungs for carbon monoxide (DLCO) is measured on page 5
12. Please explain the medical terms used in the assessment table (respiration rate, biomarker, haemoglobin A1c and delete repetitive explanations of tests / assessments. Review for typos and orphan bullet points / rows. Refer to 'early withdrawal' rather than 'early termination'.
13. Please state whether there is a time limit to the repeat assessments and provide approximate visit duration.  
14. Please review for typos on page 8.
15. Please include a statement about how long the effects of a single dose are expected to last in terms of RAGE suppression, based on what is known about the drug (risk section).
16. State where the bronchoscopy will be performed, who will perform it and how long the associated visit will last.
17. Delete redundant information about financial benefit and ownership rights (p3/19)
18. Please ensure participants are made aware if they withdrawal not just their information will continue to be used, their tissue will as well. 

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

19. Please amend page 3 to delete 'You will also be told if any changes are made to the planned dose for your cohort' as the planned dose is not provided.
20. Please specify if the additional dose at Day 29 could pose any potential further risk.
21. Please ensure participants are made aware if they withdrawal not just their information will continue to be used, their tissue will as well. 

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

22. Please amend page 3 to delete 'You will also be told if any changes are made to the planned dose for your cohort' as the planned dose is not provided.
23. Please ensure participants are made aware if they withdrawal not just their information will continue to be used, their tissue will as well. 


Decision 

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

24. Please address all outstanding ethical issues, providing the information requested by the Committee.
25. 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).
26. 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 Alice McCarthy.



	6  
	Ethics ref:  
	2022 FULL 11744

	 
	Title: 
	A Randomized, Double Blind, Placebo-Controlled study to Evaluate the Efficacy and Safety of two dose levels of KVD900 for treatment of Angioedema Attacks type I or II.

	 
	Principal Investigator: 
	Dr Anthony Jordan

	 
	Sponsor: 
	KalVista Pharmaceuticals Ltd

	 
	Clock Start Date: 
	24 March 2022 



Dr Anthony Jordan, Lydia Chan and Davina McAllister 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 resolved ethical issues 

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

1. The Committee clarified the process by which the dosing would be managed and where the call centre would be required to be contacted. 
2. The Committee clarified that people who could not identify early signs of an attack would not be excluded from the study. The researcher clarified that the call centre should only be called post the visit of the initial attack and dosing should another dose be required.
3. The Committee clarified those under 16 would be assessed for competency to consent in a manner deemed adequate by the Committee. Independent consent would be assessed by the study coordinator through a rigorous and dynamic interview process that would be well recorded. 
4. The Committee noted that the application specified the reimbursement of travel “may” be reimbursed, this was clarified by the researcher that it would be provided, and the research team would be doing the organising directly.

Summary of outstanding ethical issues

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

5. The Committee queried the delay that could occur in the call centre process. The Committee requests that this process and the onset symptoms be described in detail in all participant facing information and that this be aligned across documentation. 
6. The Committee queried the inclusion of the placebo given there was already evidence that the placebo was less effective than the study drug. This needs to be amended in all participant facing documentation to soften the statements 	asserting the greater efficacy of the drug given the results are marginal as described by the researcher.
7. The Committee queried the data recording device that would be used and confirmed that the data would be provided to the users without any monetary burden.
8. The Committee requests clarification on the independence of the data review board. 

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

9. Please use a lay title to head the document. Note that this should be much simpler that the 'short lay title' provided in the application form.
10. On page 3, please delete or replace statement regarding ethics approval with the HDEC PISCF template statement currently on page 18.
11. Please provide expected number of NZ participants on page 3.
12. Please delete 'If your site is not allowed to ship your study drug, you may have to return to the site' if this is not applicable to NZ sites on page 3.
13. On Page 3 please clarify whether the PPD Medical Communications team members are medically trained / qualified.
14. Please delete teaspoon references to blood volumes.
15. Please simplify the explanation regarding order of treatments and include a box of the 6 possibilities. 
16. Please rename 'Early Termination Visit' to 'Early Study Withdrawal Visit'.
17. Please state maximum retention time for samples (page 9).
18. If applicable, please state that there is a risk of the participant suffering a more severe or prolonged attack should the study drug not work and when the placebo is administered (page 10).
19. The contraception section includes options expressly prohibited per protocol (oral contraceptives including ethinylestradiol), please review for this, and change as necessary.
20. Please clarify whether egg donation is restricted (page 11).
21. Information about access to identifiable information is included under the Coded Information subsection (and vice versa). Please amend as there are two sections about coded information and repetition of how data is de-identified. 
22. Please use a sub-heading for Data Risks (page 15).
23. Please delete optional tick box for withdrawal of collected data (page 20). 

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

24. Please consider utilizing the chart in document 16 (the study drug intake sheet) in the PIS for the sake of clarity and brevity for participants to access the information more easily they may need.
25. Please include more information on the call centre staff and if they are medically trained and where they are.
26. Please review for clarity.
27. Please include risks in bullet points and data showing the percentage or ratio of individuals effected by certain side effects.
28. Please remove the statement noting the participant may be paid for their time.
29. Please include pregnancy information. 
30. Please include a statement permitting the adolescent to withdraw at any time regardless of their parent’s opinion or wishes.

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

31. Please amend to reduce the amount of pregnancy information in this form.
32. Please amend language to remove statements such as “No one will be angry at you”.
33. Please include more information on the call centre staff and if they are medically trained. 

Decision 
This application was provisionally approved by consensus, subject to the following information being received:
34. Please address all outstanding ethical issues, providing the information requested by the Committee.
35. 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).
36. 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 Dr Devonie Waaka and Mrs Leesa Russell.



	7
	Ethics ref:  
	2022 FULL 12454

	 
	Title: 
	Dyspnoea and exercise intolerance in pulmonary arterial hypertension

	 
	Principal Investigator: 
	Dr Michael Plunkett

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	24 March 2022



Dr Michael Plunkett 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 resolved ethical issues 
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee clarified that the concerns of the peer review had been addressed satisfactorily.

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 requested that a current certificate of indemnity be provided.
3. The Committee requested that an inclusion be made to the protocol of a definition of alcohol abuse and how this could be assessed.
4. Please review for templated responses that have been left in the Data Management Plan. Please remove as required. Please also remove review for mention of the New Zealand Laboratory and correct as required.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
5. Please include pictures of a participant in the experimental set-up. 
6. Please consider using a flow chart to better demonstrate the expectations of participation.
7. Please include a Māori contact number.
8. Please amend the headings as the black writing on a blue background can be potentially hard to read.
9. Please proofread for clarity and typing errors.
10. Please specify that the “ethical aspects” of the study have been reviewed (page 2).
11. Please clarify the wording around the breathing tests. 
12. Please remove the word “practicable” from the statement around right to withdraw as participants by law may withdraw at any point. 
13. Please amend the right to withdraw and edit information as it is repeated.
14. Please include information as to what drugs in the study have been used on participants with PAH before. 
15. Please separate the benefits and the risks of the study into two separate sections.
16. Please remove incidental findings as a risk of the study and provide it as its own section. Note that the researcher needs to refer all incidental findings to the GP personally. This should be made clear it is mandatory.
17. Please remove mention of the blood test (Page 7). 

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

18. Please address all outstanding ethical issues, providing the information requested by the Committee.
19. 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).
20. 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 Jonathan Darby and Mr Barry Taylor.



	8  
	Ethics ref:  
	2022 EXP 12363

	 
	Title: 
	Three-dimensional models of breast cancer

	 
	Principal Investigator: 
	Dr Emma Nolan

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	24 March 2022



Dr Emma Nolan and Dr Cherie Blenkiron 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.

Mrs Leesa Russell declared a potential conflict of interest and the Committee decided to continue the discussion without her input.


Summary of resolved ethical issues 

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

1. The Committee queried the access by collaborators to the data and tissue would be up to the discretion of the researcher. The Committee suggests utilising an assessment or governance committee to make these decisions to protect the researcher.
2. The Committee clarified that the participants would not be contacted if organoid generation of their tissue was successful. However, tissue would be able to be withdrawn or information found out upon contact with the researcher.

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 amendment of the recruitment statement “recruitment on the day will be avoided where possible” should be removed as this should not be done at all. 

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

4. Please amend the “What kind of research will my samples be used for?” section as this requires some more specificity around the exact processes that could happen in the event of no successful organoid generation.
5. Where there is mention of overseas institution quality of storage and protection of data please amend the statement to be less matter of fact given there is no definite guarantee of quality of process. 
6. Please include a statement concerning the amount of tissue that will be formed and that could be disposed of.
7. Please include a consent statement specifying the inability to return tissue to the participant. 
8. Please include a Māori support contact number.
9. Please consider separating paragraphs out further to decrease density. 
10. Please replace “Why have I been chosen?” to “Why have I been invited?”.
11. Please specify what an organoid may look like. 
12. Please specify that the information that the other research groups may have access to is medical ‘records. 
13. Please address the risks of a privacy breach. 
14. Please include a statement to the effect of “your whole genome will not be analysed”. 
15. Please amend the statement about withdrawal needing to be in writing. This can be in any other form. 
16. Please include a separate sheet for ethnicity data. This should not be included in the consent form. 

Decision 

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

17. Please address all outstanding ethical issues, providing the information requested by the Committee.
18. 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).
19. 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 Kate O’Connor and Ms Amy Henry.


	9  
	Ethics ref:  
	2022 FULL 12045

	 
	Title: 
	An Aotearoa New Zealand Diet for Metabolic Health and Whānau Wellbeing: He Rourou Whai Painga

	 
	Principal Investigator: 
	Professor Jeremy Krebs

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	24 March 2022 



Professor Jeremy Krebs, Dr Fiona Lithander, and Dr Denise Conroy 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 primary objective of this study is to evaluate the effect of a 12-week whānau-based whole-diet intervention incorporating nutritious New Zealand food and beverage products and dietary change support, compared with habitual diet on the metabolic health of individuals at risk of developing metabolic disease in a randomised controlled trial.

Summary of resolved ethical issues 

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

34. The Committee asked what is preventing participants from sharing their food with friends or neighbours. The Researcher stated that there is no way to prevent this. The Committee asked if they will be tracking the participants’ intake. The Researcher confirmed this, however, this will rely on the participants’ honesty in reporting their intake.
35. The Committee asked which part of the study the Passio Privacy Policy related to. The Researcher stated that there is a sub-study to test a prototype phone application which records food intake by using photos taken by the participant. The application uses an Artificial Intelligence (AI) software provided by Passio which analyses the food content in the photographs
36. The Committee sought clarification over what data will be collected from the mobile app (e.g., location data). The Researcher stated that the only data collected from the app will be photographs of the food.
37. The Committee asked about the role of the Plant and Food Research organisation. The Researcher stated that Plant and Food research are the consumer insights lead with high value nutrition. They will not have the opportunity to own a future  trademark/ brand and will not have access to study data. 

Summary of outstanding ethical issues

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

38. The Committee asked why people living alone, or single parents would not be included in the study. The Researcher stated that as they are looking to influence the diets of multiple participants within the same household – or a whānau - their study requires multiple participants. The Committee noted that the current study protocol states that only adults may be  non-index participants . The Researcher stated they can update this to include those under the age of 18. Please also remove single parents from the exclusion criteria as one parent and one child constitute a whānau. Please also update your protocol to include those under 18 years old as participants who can support the index participant.
39. The Committee asked if any of the questionaries will reveal distressed or disordered eating and if so, what the Researchers will do about it. The Researchers stated that they were unsure if either of the quality-of-life questionnaires would reveal disordered eating, but that they would check this. Please ensure your initial questionnaires are equipped to capture this. Additionally, the Researchers stated they would make sure there were protocols in place to deal with any issues that would be uncovered. Please include this in your protocol.
40. The Committee queried what the rest of the family would be expected to do during the meal test of the index participant particularly as there is only one transport voucher provided. Please consider separating these appointments.
41. The Committee noted that in the protocol, there is a discrepancy in the exclusion criteria for non-index participants to give blood samples. It currently states that participants under 11 cannot give blood samples and that participants under 5 cannot give blood samples. Please clarify this. 
42. The Committee noted under section D1 of the application form, Dual energy X‐ray absorptiometry (DXA) scans will be taken of participants aged 16 and over, however the eligibility criteria states that participants age 11 and over will be taking clinical measurements. DXA scans are also listed in the procedures for whānau participants in section 5.2 of the protocol. Please clarify this.
43. Please correct the subheadings and numbering of your protocol.
44. The Committee asked how the Researcher would manage if a participants whānau were to separate over the course of the study. The Researcher stated they would likely attempt to continue gathering data from those living with the index participant but would need to discuss this further with their research team. Please incorporate this into the protocol and state in the PIS that participants may no longer be included in the study if they are not living with the person receiving the food.
45. Please create a participant information sheet/consent form (PIS/CF) for 16-year-old participants to reconsent if a participant turns 16 over the course of the study.
46. The Committee noted that the Researcher acknowledged some participants under 16 could provide consent on their own behalf and how the researcher team may gather this through conversations with these participants. If the Researcher is gathering consent from participants under the age of 16, the process of how they intend on assessing whether participants can consent for themselves must be included in the protocol.
47. The Committee asked what steps the Researcher has taken to involve Pacifica communities in their research. The Researcher stated they are unable to formally bring on a Pacifica research site centre due to a lack of resources, however at each of their sites they will attempt to have an active recruitment from the pacific communities.
48. The Committee noted that the advertisement provided is an “example” of advertising material. All advertising material must be approved by HDEC. Please submit any updated advertising as an amendment.
49. Please update your CI indemnity as it has expired.

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

50. The Committee asked if the role of My Food Bag would remain the same from the pilot study, that it would be a vehicle for sourcing supplying and delivering the food. The Researcher also clarified that the research team will be logging on to My Food Bag to select the groceries for the participants to decrease participant burden. The Committee requested that this be clarified in the PIS. 
51. The Committee asked whether the “brand” mentioned in the consumer interviews referred to My Food Bag. The Researcher stated that all food will arrive in a box marked with the brand “He Rourou”. The Researchers clarified that it is not their intention to seek a commercial trademark. The Committee noted that some of the questions in the consumer interviews ask if participants would purchase products from the “industry partner” in the future. The Researchers stated that none of the products supplied to the participants are currently marketed as they are given to participants, however there is commercial potential for this brand. The Committee requested that the commercial potential of this study be made clear to the participants as part of the PISCF.
52. The Committee noted that there is a discrepancy in the descriptions of the gene work in the family PISCF between the body of the Participant Information Sheet (PIS) and what is stated in the Consent Form (CF). This is also described differently in the Index PIS. Please correct this. The Committee suggested that as the gene work is optional, it should be included as an addendum after the main PISCF or as a separate optional PISCF.
53. The Committee noted that while the Tissue Bank information sheet states that participants may opt out of any future genetic research but still have a sample stored for other future research, there is no option to do so in the Consent Form. Please include the opportunity for participants to opt out of genetic testing in the consent form.
54. Please state that all participants of childbearing potential must return a negative pregnancy test before their DXA scan.
55. Please include information on the DXA scan including the amount of radiation exposure in the Whānau PISCF should a member of the whānau have a DXA scan. 
56. Please state if the optional (extra) blood sample for future research will be sent overseas and the implications of this.
57. Please state if the interview in meeting two will be recorded and state what will happen to the recording.
58. Across all PISCFs, please review for consistent use of "you” and "their" (e.g., "You may also be sent a text message up 6 times during the study at 8am, 12pm and 8pm on random days asking to rate their level of hunger and fullness and provide time of last meal.”).
59. In the main CF there is a statement for Wellington participants regarding the “Development and pilot testing of an automated image-based dietary assessment tool”. As there is a separate PIS for this sub-study, this statement can be removed from the main CF.
60. Please define the term “a New Zealand diet”.
61. According to the Future Unspecified Research (FUR) PIS, "The tissue bank is a Governance structure approved by the Health and Disability Ethics Committee." Later on it refers to CEDOR. Please note that this must have a separate HDEC approval.
62. Please consider using diagrams of the overall study design and visits schedule in the index and whānau PIS to aid participant understanding, similar to the diagram in the protocol. This would be particularly useful for young children.

Decision 

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

63. Please address all outstanding ethical issues, providing the information requested by the Committee.
64. 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).
65. 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 Kate O’Connor & Ms Amy Henry.



	10  
	Ethics ref:  
	2022 FULL 12325

	 
	Title: 
	ABI-H3733-102: A Study of ABI-H3733 in Participants with Chronic Hepatitis B Virus Infection

	 
	Principal Investigator: 
	Prof. Edward Gane

	 
	Sponsor: 
	Assembly Biosciences Inc.

	 
	Clock Start Date: 
	24 March 2022



Professor Edward Gane and Courtney Rowse 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 resolved ethical issues 

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

1. The Committee asked whether participants would be recruited through the Researcher’s clinic. The Researcher confirmed this.

Summary of outstanding ethical issues

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

1. The Committee noted that the use of group e-consent is not appropriate for use in this study as it is a patient-based study, not healthy volunteers. Please ensure that each participant has a one-on-one opportunity to discuss any questions or raise any concerns prior to signing any consent forms.  (Additionally, please ensure that the centre’s group e-consent protocol provides every participant with a one-on-one, rather than relying on individuals to request it in a group setting) 
1. The Committee requested that the legacy statement in the cultural concerns section to be removed. 
1. The Committee asked for clarification regarding why female partners of male participants are not allowed to take hormonal contraception. The Researcher explained that this point is an ongoing discussion between them and the study sponsor, who has listed this as a requirement. The Committee requested that clarification is sought with the sponsor and raised with HDEC for review. 
1. The Committee asked whether participating in this trial could potentially impact the participants ability to participate in future therapeutic trials due to previous exposure to the study drug. The Researcher explained that if there is evidence of resistance will inhibit the participants ability to go into the second phase of the study, but would likely not inhibit their ability to participate in other future studies. 
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

1. The Committee requested more information to be added regarding the expected, most common risks of the study drug.
1. The Committee requested that more information be added on whether the study drug will impact the participants ability to participate in future therapeutic studies. 
1. Please include the nasal swab in the information section on tissue collection.
1. Please remove the statement on informing the Ministry of Health is any of the participants test positive for Hepatitis B, as all participants will have already been diagnosed. 
1. Please simplify the dose information. Please remove the table as the only the first dose level is known. 
1. Please make it clear that this is a non-therapeutic trial and explain what this means. 
1. Please provide more detail on whether there are egg donation restrictions because of the study. 
1. Please list the blood measurements in millilitres instead of teaspoons. 
1. Please remove the ‘What Could Happen To Me By Giving These Biological Samples?’ section.
1. Please remove any repeated information on financial benefit and ownership rights. 

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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
1. 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).
1. 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 Alice McCarthy


	11  
	Ethics ref:  
	2022 FULL 12434

	 
	Title: 
	Disability, home and family in a multicultural context

	 
	Principal Investigator: 
	A/Professor Brigit Mirfin-Veitch

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	24 March 2022 



No researchers 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 outstanding ethical issues

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

1. Please specify the age range of participants in your protocol. This should be specified given that per the Participant Information Sheet & Consent Form (PIS/CF), participants must be 'over the age of 18'.
2. Please clarify what consultation has been taken for this particular study.
3. The Committee noted that 'multicultural' appears to apply to Māori and Pacific; however, no mention is made of attempting to recruit Asian voices. Please clarify whether this may limit the utility of the study, given that multiculturalism is a key focus of this study and that over 15% of New Zealand's population is of Asian ethnicity.
4. The Committee noted that people who are living on their own with a support worker are not captured in the questionnaire. 
5. Please include information around time commitment in the advertisement (e.g., how long will the questionnaire take to complete).
6. The Committee noted that while support workers may not be considered family, they will have a significant impact on the participant’s life. Please include more on how outside support people impact the participants’ experience of home.
7. The Committee noted that the questionnaire could potentially invite a disclosure of abuse. However, as it is an anonymous questionnaire, there is no way to help these participants. Please consider including the option to de-identify participant details (e.g., “If you would like us to contact you in relation to the information you have provided, please put you contact details here”).
8. The Committee queried whether it was feasible to conduct home interviews with two interviewers for additional researcher safety. Please include these safety measures in the protocol.
9. Please submit the final accessible versions of the questionnaire for HDEC approval.
10. Please define the acronym “SDM”.
11. The Committee asked whether sign language interpreters would be provided for the interviews and who would be providing and paying for these.

Decision 

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

12. Please address all outstanding ethical issues, providing the information requested by the Committee.
13. 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).
14. 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 Jonathan Darby and Dr Devonie Waaka.

General business


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

	Meeting date:
	03 May 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 5.10pm
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