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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	28 September 2021

	Zoom details:
	965 0758 9841
https://mohnz.zoom.us/j/96507589841 




	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Assigned Lead Reviewers

	12.00-12.25pm
	2021 FULL 10983
	Mindfulness-Based Cognitive Therapy for family carers of relatives living with dementia- An intervention study
	Dr Emme Chacko
	Dr Cordelia Thomas & Dr Peter Gallagher

	12.25-12.50pm
	2021 FULL 11022
	HMGCR myositis in New Zealand
	Dr Ke Chow
	Dr Patries Herst & Mrs Helen Walker 

	12.50-1.15pm
	2021 FULL 11054
	Proof of concept and dose-finding study of danicopan in patients with Geographic Atrophy secondary to AMD
	Professor Anthony P Wells
	Ms Helen Davidson & Ms Julie Jones

	1.15-1.40pm
	2021 FULL 11146
	SCFAs and Tregs in neonates
	Dr Gergely Toldi
	Dr Peter Gallagher &  Ms Sandy Gill

	1.40-2.00pm
	
	Break (20)
	
	

	2.00-2.25pm
	2021 FULL 11023
	Head COOLing in iscHaemic stroke patients undergoing EndovAscular thrombectomy: a feasibility stuDy (COOLHEAD-2)
	Professor Alan Barber
	Dr Cordelia Thomas & Dr Patries Herst

	2.25-2.50pm
	2021 FULL 11148
	HV-101: A Study to Assess BRN-002 in Healthy Participants
	Doctor Paul Hamilton
	Mrs Helen Walker & Ms Julie Jones

	2.50-3.15pm
	2021 FULL 11190
	A Study of SP-104 Compared to Immediate Release Naltrexone Capsules
	Dr Chris Wynne
	Dr Peter Gallagher &  Ms Helen Davidson

	3.15-3.40pm
	2021 FULL 11095
	Safety and Efficacy of Tideglusib in Congenital Myotonic Dystrophy
	Dr Gina O'Grady
	Ms Julie Jones & Ms Sandy Gill




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	22/05/2020 
	22/05/2023 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	22/05/2020 
	22/05/2023 
	Present 

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

	Dr Peter Gallagher 
	Non-lay (health/disability service provision) 
	22/05/2020 
	22/05/2023 
	Present 

	Ms Helen Davidson 
	Lay (ethical/moral reasoning) 
	06/12/2018 
	06/12/2021 
	Present 

	Ms Julie Jones 
	Non-lay (intervention studies) 
	22/05/2020 
	22/05/2022 
	Present 



Welcome
 
The Chair opened the meeting at 11.30am and welcomed Committee members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 24 August 2021 were confirmed.






New applications 

	1  
	Ethics ref:  
	2021 FULL 10983 

	 
	Title: 
	Mindfulness-Based Cognitive Therapy for family carers of relatives living with dementia- An intervention study

	 
	Principal Investigator: 
	Dr Emme Chacko

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	06 September 2021



Dr Emme Chacko and Dr Gary Cheung 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 aims to assess a number of feasibility issues relevant to delivering an adapted Mindfulness-Based Cognitive Therapy (MBCT) programme for stressed family carers of relatives living with dementia in New Zealand. It will also assess preliminary efficacy of MBCT to reduce stress, depression, burden, in carers and reduce the behavioural and psychological symptoms of dementia in people living with dementia who are being cared for. The researchers hypothesise that carers would find the MBCT programme to be acceptable and beneficial to both themselves and their relatives living with dementia. The main research question is, ‘Is MBCT a programme that can reduce stress, in family carers of relatives living with dementia in New Zealand, with potential longer-term benefits three months after?’

Summary of resolved ethical issues 

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

The Committee asked the researchers if $10.00 is sufficient reimbursement to cover participants’ travel. The Committee noted that there are 10 points of potential contact involved in the study and this would require a large amount of participants’ time and travel. The researchers advised that they are choosing a venue in as suitable a location as possible. However, they cannot guarantee that they can provide a larger sum of reimbursement to all participants but will do so if and where possible.

Summary of outstanding ethical issues

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

The Committee requested that the questionnaire that is about the person being cared for (rather than about the carer themselves) be removed. This was after discussion with the researchers about the need to obtain consent from the person being cared for if the carer was to share details about the person’s health with the research team. 
The Committee asked if carers would be bringing the dementia patient with them to the interviews. The researchers confirmed that only the carers themselves are to attend. Please make it clear in the Protocol and the Participant Information Sheet and Consent Form (PIS/CF) that carers will need to make alternative arrangements for the person being cared for  during the interviews since they are to attend alone.
The Committee noted that the PIS/CF refers to heavy use of alcohol or recreational drugs. Please be more specific about what might be considered ‘heavy use’ and include examples, such as a number/number range of standard drinks, as a guide for participants.
The Committee noted that there is a ‘Report of Welfare Concern of Study Participant’ and asked the researchers to explain what this is for and what will be done with it. The researchers stated that it is a way of recording any significant incident of welfare/distress. The researchers will be referred on if they do have a welfare concern. However, the form itself will be kept in a locked facility. Please provide information in the PIS/CF to inform participants that this information will be collected from them and what will/may be done with the information if there are welfare concerns.

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

Please check the document for any typos or grammatical errors.
Please add a footer to the document so that version numbers can be indicated.
Please add the flow chart in the protocol (with the different steps of the study) to the PIS/CF.
Please provide a brief explanation of the meaning of ‘mindfulness’.
The PIS/CF discusses contacting the participant’s general practitioner; however, please specifically state that this will only be done with the participant’s consent.
Please provide details of a Māori contact person. This must be someone who can talk with participants about the research and any cultural issues they may have. It should also be noted that this research may involve cultural issues such as whakamā (shame or embarrassment).
On page 8, please refer to confidentiality in regards to publication only (given that anonymity is not possible in the setting of focus groups). 
Please re-word the statement about participants needing to be English speaking. The current statement implies that English needs to be the first language of participants. However, the study will involve a diverse group of people and the statement may come across as exclusionary.
Please include reference to people’s right to access information about themselves, and the right to correct their information as per the Privacy Act 2020. Please refer to the HDECs template for appropriate wording.  

Decision 

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

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the PIS/CF, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 7.15 – 7.17).
Please update the Protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, 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 Dr Peter Gallagher.



	2  
	Ethics ref:  
	2021 FULL 11022

	 
	Title: 
	HMGCR myositis in New Zealand

	 
	Principal Investigator: 
	Dr Keli Chow 

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	09 September 2021



Dr Ke Chow and John O’Donnell 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 aims to confirm and update the incidence of HMGCR myositis in New Zealand based on counter-current immunoelectrophoresis (CIEP) as the surrogate marker. Secondly, the researchers wish to characterise the clinical characteristics and outcomes of a cohort of patients found to have HMGCR myositis by CIEP. The researchers also wish to explain the decision for the new local cut-off of the commercial line blot (from 10AU to 20AU) to trigger a reflex CIEP as confirmation. Lastly, the researchers intend to set up a new anti-HMGCR antibody assay detection method on size-exclusion high performance liquid chromatography (HPLC) for diagnostic use in the laboratory as a potential efficient alternative to CIEP that also retains analytes in fluid phase.

Summary of resolved ethical issues 

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

The Committee confirmed with the researchers that they were requesting a waiver of consent. This was not clear from the study submission. The Committee had a discussion with the researchers in order to ascertain the justifications for wavier of consent. The researchers confirmed that they need to access patients’ personal information in order to define the cases for the study. The researchers provided the justifications that they need the information to make as clear as possible that they are categorising patients with the disease. Further, they need to ensure that they have a ‘gold standard’ set of criteria. The aim is to create a better test so that patients are more certain of their diagnosis. The researchers stated it would be impracticable to obtain consent from all participants. The researchers confirmed that as this is a retrospective study, it will not lead to any change in patients’ treatment. The Committee agreed to the justifications for the waiver of consent and approved the request.

Summary of outstanding ethical issues

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

The Committee noted that the researchers did not intend to obtain ethnicity data. The Committee advised that as the researchers are not specifically excluding an ethnicity, then this data must be collected. Further, ethnicity data is needed because test data is also linked to clinical data. 
The Committee had concerns around the cultural issues of the study and the way the researchers had answered the cultural questions in the submission form. The Committee noted that on page 12 of the submission form, the researchers stated that no Māori will be involved in the study and that consultation is not required because ethnicity data will not be collected. However, this is not the case and it is possible that there will be tissue from Māori patients. For all research in New Zealand, unless Māori are not participating, there should be formal Māori consultation. The researchers confirmed they will do this. Please provide information about the consultation process for this study.
The Committee noted that the Data and Tissue Management Plan is short and lacking information. Please provide more detail about what information will be accessed for the study. Please also refer to the HDECs template for guidance when amending the Data Management Plan.
The Committee confirmed that the researchers may access the data remotely; however, please have security and confidentiality practices in places. Please detail these in the Data Management Plan.

Decision 


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

Please address all outstanding ethical issues, providing the information requested by the Committee.
Please update the Data and Tissue Management Plan, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, paras 14.9 – 14.15).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Patries Herst and Mrs Helen Walker.

























	3  
	Ethics ref:  
	2021 FULL 11054

	 
	Title: 
	Proof of concept and dose-finding study of danicopan in patients with Geographic Atrophy secondary to AMD

	 
	Principal Investigator: 
	Professor Anthony P Wells

	 
	Sponsor: 
	Alexion Pharmaceuticals Inc

	 
	Clock Start Date: 
	09 September 2021



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 Study

1. The study will test if danicopan, a new drug that is being developed by Alexion can slow down progression of Geographic Atrophy (GA). Danicopan is not yet approved for treating GA The goals of this study are as follows:
a. To find out whether danicopan can slow the rate of GA disease progression, and in turn slow the loss of visual function.
b. To see how safe danicopan is for patients with GA by monitoring for any side effects.
c. To see how the body responds to treatment with danicopan.
d. To measure the levels of danicopan in blood over time.
e. To find a safe and effective dose in patients with GA and to find how the body deals with the study drug at different dose levels.
f. To see the effect of danicopan on health-related quality of life, on activities of daily living, and on visual functions.
Summary of outstanding ethical issues

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

The Committee was concerned that the submission form indicates that the study does not involve any use of quality-of-life surveys/questionnaires; however, the Participant Information Sheet and Consent Form (PIS/CF) states that it will. Please advise the study’s safety plan, given that there is intention to use quality of life surveys/questionnaires.
Please provide information about the risks and benefits for Māori and Pacific people. The relevant questions were not answered in the cultural section of the submission form.
Please explain the consultation process that this study has gone through or will go through. Please provide further detail about the Māori Advisory Board mentioned (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7).  
Please state who will decide to approach which patients and who will present the study information to patients. It is preferable that this person is independent from the research or at least is not a person in a position of power.
The Committee noted that the PIS/CF is 22 pages long and queried whether this can easily be read by participants as they will have visual impairments. The Committee asked whether someone will read the PIS/CF to participants if needed.
The Committee noted that communication to participants’ general practitioners (GPs) is unclear. The submission form states that the health of the participant would be communicated to the GP via medical correspondence; however, this is not stated in the PIS/CF. Further, the PIS/CF does not state that the GP will be notified of participation in the research (this is only mentioned in the CF).
Please clarify whether the meningococcal vaccine for people over 70-years-old is standard practice. Further, please explain whether the vaccine is part of the study, or if it makes participants eligible for the study. The Committee noted that the vaccine is expensive and requested clarification of whether the vaccine is just part of the eligibility criteria or if the researchers will be offering it to participants. 
Please clarify whether participants can actually ask for their samples to be returned and if so, detail the process for this. 
The Committee queried why the researchers intend to check women over 70-years-old for their hormonal status. It should also be noted that the information refers to non-sterile males but not non-sterile females. 
At E4 of the submission form, please note that abnormal findings are not always considered adverse events. 

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): 

Please edit the PIS/CF documents by using the HDECs template as guidance.
Please make the documents relevant to the New Zealand context.
Please remove the ‘yes/no’ tick boxes on the CF for anything that is not truly optional.
Please state whether participants can receive a copy of their results. 

Main PIS/CF
The security/privacy section is too long, dense, and difficult to read. Please edit and make this section more simple for the reader. Please also reference participants’ right to access their information and correct their information as per the Privacy Act 2020. 
On page 5, please clarify and explain which eye will be the study eye. 
Please provide information about how long it takes for eyes to settle after dilation. Please include whether unaccompanied participants must wait a certain amount of time before going home. 
Please detail, with time guidelines, how long each visit is expected to take.
On page 6, please define and make clear the role of the medical monitor.
On page 16, it states that the types of identifiers used will be dependent on ‘local regulations’ however, please change this to ‘New Zealand requirements’.
Please fix the formatting for the section ‘What will happen to my blood and samples’. Currently there are words being split between lines and it is difficult to read.

Optional genetic research PIS/CF
Please provide more information about what the genetic research is, and what biomarkers are and how they would be used. Please also include what potential consequences there may be later on.
Please state clearly what the genetic data will be used for. 
Please explain to participants that in other countries, New Zealand’s strict ethics law might not be upheld due to different jurisdictions.
On page 2, please state where the central laboratory is and where the blood samples will be stored.
The CF is confusing as it states that, ‘I agree for my tissue samples to be stored and used in future research of any type that has been properly approved’; however, this is not referred to in the PIS. Also, this should be under the Future Unspecified Research PIS/CF instead of the Optional genetic research PIS/CF.
The CF asks for consent to store the tissue samples indefinitely but the PIS states this is up to 15 years. Please clarify and reconcile this different.
The CF includes other points that are not discussed in the PIS around participants wanting their identity to be kept or removed with tissue samples.

Future Unspecified Research PIS/CF
Similar to the main PIS/CF and Optional genetic research PIS/CF, there are discrepancies between the PIS and CF sections of the document.
This document appears to be very different in format, headings used, etc. Please make this document similar to the other two PIS/CFs for consistency and continuity. 

Decision 

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


	4  
	Ethics ref:  
	2021 FULL 11146

	 
	Title: 
	SCFAs and Tregs in neonates

	 
	Principal Investigator: 
	Dr Gergely Toldi

	 
	Sponsor: 
	The University of Auckland

	 
	Clock Start Date: 
	17 September 2021



Dr Gergely Toldi and Professor Frank Bloomfield 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 researchers hypothesise that neonatal Tregs are more sensitive to the immunomodulatory effects of short chain fatty acids (SCFAs) in comparison to adults and demonstrate highest suppressive capacity of inflammation when cultured in the presence of butyrate compared with acetate and propionate. The researchers aim to study this question by collecting small amounts of blood and stool samples from term and preterm babies and from healthy adult volunteers in comparison. The researchers will isolate Tregs from the blood and grow them in the lab to study their response to SCFAs using various immunological methods. The composition of the microbiome and the capacity of bacteria therein to produce SCFAs will be determined from the stool samples.

Summary of resolved ethical issues 

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

The Committee noted that three Participant Information Sheets and Consent Forms (PIS/CFs) were uploaded. The researchers clarified that three copies were uploaded instead of one, due to a technical error.
5. The Committee asked the researchers to explain their recruitment process. The researchers advised that they wish to approach women on the antenatal ward at least one week before delivery. They noted that in the case of a pre-term delivery, this may not always be possible due to the nature of pre-term labour. The researchers want to provide women with enough time to consider the study information. This ideally would be done on the antenatal ward. The researchers noted they may approach patients through their obstetric colleagues too if they are struggling to obtain a sufficient number of participants. The researchers, neonatal nurses, and research midwives would be the people responsible for approaching patients for study recruitment. The researchers clarified that they care for babies after birth so they would not be involved in the care of the women, or in the planning of the birth. However, for pre-term babies, the researchers might be involved in the care so in those cases they would arrange for someone else to consent patients. 
6. The Committee noted that being in hospital might not be the ideal time for participants to read the PIS/CF. as their labour will likely be at an advanced stage. The researchers acknowledged this and stated that they cannot approach all women early in pregnancy as they have no way of predicting which will go into pre-term birth. The researchers noted that they could use pre-term birth clinics to identify participants; however, even then that would amount to only a small percentage of women who would proceed to have a pre-term birth. The ideal women to recruit would be those who are in hospital for a period of time beforehand due to pregnancy complications which require them to be observed. This would allow sufficient time to read the PIS/CF. However, the impact that would have is that these are only one group of women i.e. those who have come into hospital and deliver pre-term without pregnancy complications, requiring prior observation. For the purpose of this study (initial investigation) this might not be an issue; however, as the researchers move on to future studies, they noted they would need to have a wider range of participants to ensure that all groups of pregnant women are included.

Summary of outstanding ethical issues

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

The Committee noted that tissue samples will be obtained from healthy adult volunteers as well as the babies. The Committee asked how the researchers will determine who the healthy adult volunteers are. The researchers stated that these people will need to have no diagnosed chronic diseases and no acute infections etc. at the time of blood sampling. The researchers will advertise and recruit through the University of Auckland. Please provide copies of the advertisements for HDEC review. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, paras 11.10 – 11.13).
The Committee noted that the Data Management Plan (DMP) requires significant improvement. A lot of the information provided is incorrect or not applicable to the study, and some information is missing. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 12.14.c).
a. Study assessments listed in the DMP do not match the PIS/CF or submission form i.e. questionnaires, imaging etc.
b. Please clarify what information is gathered directly from participants or medical records.
c. Please clarify the ‘screening and safety results’ – what are these, and are these being done.
d. 7.1 Identifiable data and tissue – this section is in fact applicable as personal information will be collected. Home visits are planned if participants are no longer in the hospital. The investigator will also retain a log linking participant code with identifiers; however, this log will not be made available to the sponsor.
e. 8.1 Identifiable data and tissue – this section is also applicable because the study team will have access to identifiable data.
f. The third point under 8.2 De-identified data and tissue is not applicable, according to the PIS/CF and submission form.
g. The statement under 8.4 is also not applicable according to the PIS/CF and submission form. 
Please provide information about who is funding the study (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 9.8).
The Committee requested a separate PIS/CF for the healthy adult volunteers. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 7.15 – 7.17). 
The Committee noted that the PIS/CF did not contain enough information. Please provide more information about what will be done in the study and how it will be done. For example, it does not state where the samples will go to be processed i.e. to a laboratory and information about which laboratory this will be. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 7.15 – 7.17).
The Committee also noted that the PIS/CF is missing the cultural statement and relevant information, for example, that blood and other tissue are considered taonga to Māori. Further, the submission form refers to the option of karakia being available regarding the return of samples. However, this is not in the PIS/CF under the cultural section. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 7.15 – 7.17).
The Committee suggested adding a statement to the PIS/CF that any participant data obtained up until withdrawal from the study will remain as part of the study data, but no further information will be collected. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 7.15 – 7.17).
The Committee noted that the data section of the PIS/CF was sparse. Not all sections have been covered i.e. data storage, security, and retention periods. Please note that it will be 26 years of data retention required for the babies in this study. This is because you must retain the data for 10 years after the child turns 16-years-old. The data section also has not fully covered people having access to the data. Data risks have not been covered either. Please also include a statement referencing participants’ right to access information about themselves and to request correction of the information, as per the Privacy Act 2020. This wording is also available in the HDECs template. (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 7.15 – 7.17).

The Committee also requested the following changes to the PIS/CF (National Ethical Standards for Health and Disability Research and Quality Improvement 2019, para 7.15 – 7.17): 

Please refer to the HDECs template for guidance when editing the PIS/CF related to the babies and when creating the PIS/CF for healthy adult volunteers. Please also input the correct email addresses from the template.
Please simplify the language used into lay language. For example, some parts of the PIS/CF were complex in terms of explaining to a parent information such as inflammatory complications in pre-term neonatal babies. Instead, this could state, ‘we are trying to reduce inflammation in the babies’.  
Please edit the statement that says the study will have no effect on normal treatment within the Neonatal Intensive Care Unit (NICU), because the study will involve both pre-term and term babies.
Please use the current Accident Compensation Corporation statement from the template.
Please include a statement referencing participants’ right to access information about themselves and to request correction of the information, as per the Privacy Act 2020. This wording is also available in the template.
Please ensure that information provided in the submission form is also in the PIS/CF.
Please also make clear the specific responsibilities of participants, for example, that mothers will need to keep used nappies for a certain amount of time.
Please define the term ‘neonates’ to say, ‘neonates are babies less than four weeks old (babies)’ then use ‘babies’ for the rest of the document.
Please remove the ‘yes/no’ tick boxes for the parts of the CF that are not truly optional.
Please add missing parts of the CF that are in the template, for example, whether the participant has had sufficient time to consider the information, collection of information and withdrawal of information etc.
Right 7(4) of the Code of Health and Disability Services Consumers’ Rights does not apply so please remove the statement in the CF in regards to consenting on another person’s behalf.
Please amend the statement about the study being approved by the HDEC. It is only the ethical aspects of the study that would be approved by the HDEC, not the entire study itself.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above. The Committee encouraged resubmission to the Central HDEC.


	5  
	Ethics ref:  
	2021 FULL 11023 

	 
	Title: 
	Head COOLing in iscHaemic stroke patients undergoing EndovAscular thrombectomy: a feasibility stuDy (COOLHEAD-2)

	 
	Principal Investigator: 
	Professor Alan Barber

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	17 September 2021 



Dr William Diprose and Dr Doug Campbell 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 aim of COOLHEAD-2 study is to determine the feasibility of non-invasive active conductive head cooling in patients undergoing EVT for ischaemic stroke.

Summary of outstanding ethical issues

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

8. The Committee discussed the contradictions in the study documentation around the process of upholding best interests’ justification under Right 7(4) of the Code for enrolment into the study. After discussion, the researcher agreed that an available suitable person interested in the welfare of the person should be consulted as required,. The information sheet given to the potential participant’s family/interested person should have a statement at the end confirming that the person thinks that the proposed participant would have participated in the trial had they been able to consent. The researcher confirmed to make this change and if a family member/interested person objected, or participant made any indication that they did not wish to have the device on them, they would not be included in the study. Please ensure this process is documented in the protocol.
9. The Committee requested that a record is kept of the assessments performed to assess competence and note when a participant has been deemed sufficiently competent to make the decision to remain as a participant.
10. The Committee noted the comparator group would count as participants who are not consenting for their data to be used. The researcher clarified this data is de-identified but there are no documented plans in place for this yet. The Committee stated that this portion of the study should be submitted as an amendment. 
11. In various places there are statements about other doctors and local doctors. Please clarify what these doctors are specifically i.e. hospital doctors, GPs, etc. 
The Committee noted for the consent form to withdraw that withdrawing does not need to be in writing from the participant, so please allow for researchers to fill in on behalf of the participant as a record that the person decided to withdraw. 
The Committee noted the following cultural questions from the application form were not answered. Please respond to these via cover letter:
a. Please describe whether and how your study may benefit Māori. (Please include information on the incidence of the disease or condition in Māori (if known) and any useful statistics. If these are not known please state so. Please do not cite Te Tiriti o Waitangi / the Treaty of Waitangi as a health benefit. Equal access to participation in clinical research is not a health benefit but rather the default expectation.)
b. Please identify the main cultural issues (including issues of data sovereignty) that may arise for Māori who may participate in your study, and explain how these issues will be managed.
c. Please describe whether and how your study may benefit Pacific peoples.

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

Please include page numbers in footer.
No Māori cultural statement. Given the head is tapu, and this research involves touching of the head, an acknowledgement should be put in.
Don’t introduce new things in CF that isn’t first explained in PIS. Please review CF and provide information in the body of the PIS. 
PIS should also ask for use of data already gathered when they reconsent and what this involves.
More information is required around follow up visits such as questionnaires, physical assessments, etc. 
With respect to what happens to my information, please refer to the HDEC template as it is a good guide for how much detail there should be.
The Committee noted that future updates about the study should not be promised unless it can be guaranteed. Please amend accordingly.
The Committee noted that use of data for future research in New Zealand is approved by an HDEC. But if it does go overseas, a statement needs to be included that the study team cannot guarantee same level of scrutiny is placed as it would be in New Zealand.
Please correct the HDEC to Central and not Northern B. 

Decision 

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

Please address all outstanding ethical issues, providing the information requested by the Committee.
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).
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 Dr Patries Herst.


	6  
	Ethics ref:  
	2021 FULL 11148 

	 
	Title: 
	HV-101: A Study to Assess BRN-002 in Healthy Participants

	 
	Principal Investigator: 
	Dr Paul Hamilton

	 
	Sponsor: 
	Beren Therapeutics

	 
	Clock Start Date: 
	17 September 2021 



Dr Paul Hamilton, Danielle Gibson, 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 Study

1. Beren Therapeutics is conducting this study to evaluate the safety and tolerability of BRN-002, as well as to gain an understanding of the pharmacokinetics (PK), and oral bioavailability, of BRN-002 and how that correlates with potential pharmacodynamic (PD) changes.

Summary of outstanding ethical issues

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

1. FUR form has statement that “future research is important to advance science and health” – this can put pressure on people to participate, please remove. Also has statement that all future research in NZ is subject to ethical review which is false. Most research needs to but there is no law requiring it. Please amend. 
CF for healthy participants has statement that they agree to not get pregnant, but women of childbearing age are excluded. Please amend. 

Decision 

This application was approved by consensus, subject to the following non-standard conditions:
· please update the Participant Information Sheet and Consent Forms, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
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	Ethics ref:  
	2021 FULL 11190 

	 
	Title: 
	A Study of SP-104 Compared to Immediate Release Naltrexone Capsules

	 
	Principal Investigator: 
	Dr Chris Wynne

	 
	Sponsor: 
	Scilex Pharmaceuticals Inc

	 
	Clock Start Date: 
	17 September 2021



Dr Chris Wynne and Sharmin Bala were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is an open-label, 3-period, 3-treatment, randomized study to characterize the PK and safety and tolerability of SP-104 under fasting and fed conditions and to compare to the PK of Naltrexone HCL Tablets, USP in healthy adult subjects. The study will consist of an up-to-28-day screening period, three single-dose treatment periods, each consisting of two-night inpatient stays at the clinical research unit (CRU) and four outpatient visits, with a 7-day washout period between each (washout period will start following administration of the IP in each period).

Summary of outstanding ethical issues

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

The Committee noted a bullet point about the GP in the CF is not first raised in the main body of the PIS. 

Decision 

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

· please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
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	Ethics ref:  
	2021 FULL 11095

	 
	Title: 
	Safety and Efficacy of Tideglusib in Congenital Myotonic Dystrophy

	 
	Principal Investigator: 
	Gina O’Grady

	 
	Sponsor: 
	NAME OR BLANK

	 
	Clock Start Date: 
	TIME 



Gina O’Grady and Margaret Joppa 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 

Summary of resolved ethical issues 

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

The Committee queried what the difference was between this extension study and the previous study. The researcher responded that there is no radiation involvement for this extension study.

Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
Page 7 of long Assent Form states “...that your identity as part of the study will be kept completely private…”,  but that is not strictly true: various people have access to the data and this is not well explained here. Take some information from the Parent/Guardian PIS and put that here such as where is data stored, where are the samples stored, etc.
A little more explanation regarding the parent/guardian’s involvement under section 2 in their PIS may help. "You, as the caregiver, will also have to agree to support your child throughout the study. " this could include more information for the caregiver. eg. questionnaires, dosing support, diary etc.
Please make the changes to the parent/guardian CF: 
a. “I have been given sufficient time to consider whether or not me and my child should participate in this study.” - change to my child and I.
b. “I agree to me and my child’s name, address and contact information” - please correct to my and my child'
c. “I understand that there may be risks associated with the treatment in the event of my child or my child’s partner becoming pregnant. I undertake to inform my child’s partner of the risks and to take responsibility for the prevention of pregnancy.” - In the PIS this is said to be the child's responsibility. Please amend.
Older assent forms should have cultural paragraphs in them
All forms should be consistent with use of study drug and study medication. 
Forms have some repeats of information within, please review and amend. 

Decision 

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

please address all outstanding ethical issues raised by the Committee
· please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).

General business

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

	Meeting date:
	26 October 2021

	Zoom details:
	965 0758 9841
https://mohnz.zoom.us/j/96507589841




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 3.30pm
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