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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	07 July 2020

	Meeting venue:
	Zoom Meeting ID: 367 426 700




	Time
	Item of business

	12:00pm
	Welcome

	12:25pm
	Confirmation of minutes of meeting of 02 June 2020

	12:30pm
	New applications 

	12:30-12:55pm
12:55-1:20pm
1:20-1:45pm
1:45-2:10pm
2:10-2:20pm
2:20-2:45pm
2:45-3:10pm
3:10-3:35pm
3:35-4:00pm
4:00-4:10pm
4:10-4:35pm
4:35-5:00pm
5:00-5:25pm
	 i 20/NTB/126 				(Kate / Jane)
  ii 20/NTB/128			(Tangihaere / Jane)
  iii 20/NTB/130			(Susan / Leesa)
  iv 20/NTB/131			(John / Nora) 
[Break]
  v 20/NTB/132			(Kate / Nora)
  vi 20/NTB/133			(Tangihaere / Leesa)
  vii 20/NTB/134			(Susan / Jane)
  viii 20/NTB/136			(John / Nora)
[Break]
  ix 20/NTB/137			(Tangihaere / Nora
  x 20/NTB/139			(Susan / Leesa)	
  xi 20/NTB/140			(John / Jane)

	
	Substantial amendments

	5:25-5:40pm
	 i 20/NTB/14/AM02			(Kate / Leesa)

	5:40pm
	General business:
Noting section             

	5:45pm
	Meeting ends





	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2015 
	01/07/2018 
	Apologies 

	Miss Tangihaere Macfarlane 
	Lay (consumer/community perspectives) 
	20/05/2017 
	20/05/2020 
	Present 

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning) 
	14/12/2015 
	14/12/2018 
	Present 

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	24/07/2015 
	19/03/2022
	Present 

	Mrs Leesa Russell 
	Non-lay (intervention studies), Non-lay (observational studies) 
	14/12/2015 
	14/12/2018 
	Present 

	Mr John Hancock 
	Lay (the law) 
	14/12/2015 
	14/12/2018 
	Present 

	Mrs Jane Wylie 
	Non-lay (intervention studies) 
	20/05/2017 
	20/05/2020 
	Present 

	Ms  Susan Sherrard 
	Lay (consumer/community perspectives) 
	19/03/2019 
	19/03/2022 
	Present 



 

Welcome
 

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Mrs Stephanie Pollard. 

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 02 June 2020 were confirmed.




New applications 

	1
	Ethics ref:  
	20/NTB/126 

	 
	Title: 
	ALG-010133-101: A Phase 1 study of ALG-010133 in Healthy Volunteers and patients with Chronic Hepatitis B 

	 
	Principal Investigator: 
	Prof Edward John Gane 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 

	 
	Clock Start Date: 
	25 June 2020 




Professor Ed Gane was present 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.

The Committee queried if participants in the part 1 single ascending dose group have risk of anaphylaxis or sensitization because they can multi-dose 6-weeks apart. The researcher responded that the 6-week window is to allow complete eradication of the compound within the body, and while can’t answer directly to the risk of anaphylaxis or sensitization, the researcher did note that there is precedent that previous similar studies have not shown signs of anaphylaxis or sensitization. 
The Committee queried the $2600 offered for participation in the advertisement material and asked if it is made clear that this amount is for completion. The researcher clarified that this is explained during screening to be for completion, and a pro rata amount is given for partial completion. 

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 stated that people who go through the screening process and fulfil the criteria but are not used because the quota was filled should be given a pro rata payment from the sponsor for their time, even if they are not participating.

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

Please add titles on each information sheet 
Duplicated paragraph in Part 2 under Study Design, please amend
In the pregnant partner information sheet, amend the following:
Advocacy email should be advocacy@advocacy.org.nz
Under Ethics Approval, HDEC reference on page 2 to be the Northern B Health and Disability Ethics Committee.
Under Reimbursement: “You and/or medical/hospital insurance carrier will still be billed for your regular medical care expenses.” This is generally not applicable in New Zealand. Please remove. 
In the FUR information sheet, please remove reference to genetic material in the Māori cultural statement as this is not consistent with what is being collected in the current protocol.
Decision 

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

please ensure those who would go through screening and not be recruited are compensated for their time (pro-rata)
please amend the participant information sheet/consent form, taking into account the suggestions made by the Committee.







	2 
	Ethics ref:  
	20/NTB/128 

	 
	Title: 
	A community group for older Chinese adults with loneliness 

	 
	Principal Investigator: 
	Miss Yan Zhao 

	 
	Sponsor: 
	Age Concern Auckland 

	 
	Clock Start Date: 
	25 June 2020 





Miss Yan Zhao was not present for discussion of this application.

Potential conflicts of interest

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

Dr Nora Lynch declared a potential conflict of interest. The Committee deemed it insubstantial and Dr Lynch was permitted to participate in the discussion and retain voting rights. 


Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 


The Committee queried how loneliness is being identified beyond questionnaire scale, and what mental and physical measures, and by who, will be performed to aid in this. The Committee stated that the facilitators do not hold medical positions within Age Concern so describing performing physical/mental health assessments in the participant information sheet is inappropriate.

The Committee noted that recruitment may not be free of undue influence as the researcher is a coordinator at Age Concern and would like information on how this will be addressed and managed to avoid Chinese people referred to the researcher’s service misconceiving  they have to take part of this trial.

The Committee would like an outline in the protocol of what standard of care is for this population and how this study  intervention differs. 

The Committee noted their concern that loneliness is described as problem that implies the person is lacking and would like reassurance that participants will not be subtly stigmatised during the Group Interpersonal Psychotherapy sessions.

The Committee identified the following issues with the application form:
In answers to Relevance to Māori (p.4.1-4.3), there is good information of loneliness in older Māori, but the Committee queried how this current study is helpful if it is focusing on Chinese participants.
The answer to f.1.2. identifies that Māori and Pacific people are participating in the study, which is inconsistent with the protocol.

Due to the above answers in the application form, the Committee queried why Chinese are the target population of this study.

The Committee queried if the community centre group sessions are being held private spaces available to conduct these meetings in.
A translation certificate is required to provide evidence that participant facing material (such as the participant information sheet) supplied to the Committee have been translated by a certified translator.

The Committee required more information about how the group sessions are structured and requested an outline of the group session framework. The Committee also queried what language/dialect the sessions will primarily be held in, and what would happen if some participants speak different dialects to the others.

The Committee queried how the researcher will manage safety issues if suicidal ideation comes up

The Committee would like clarified where the study database will reside and who retains this information in the protocol and participant information sheet. If the PhD is being undertaken under Auckland University of Technology (AUT) or University of Auckland, then they are acting as sponsor and would have responsibility over the database.

The Committee stated there is no planned monitoring of data or process. Please include in protocol a plan to review the process partway through and  address concerns identified.

Please consider role of family as described in page 1 of the participant information sheet: "If you have difficulty with reading or understanding this information sheet, we will consult your whanau/family and their indication will be considered in the decision of whether or not to include you in the study." The Committee query if this is about supported consent or is about family approving of participation. The Committee noted to consider that families could be embarrassed or have other negative feelings if they thought that an elderly family member is being neglected and would dissuade participation. The Committee would like reassurance that this is a culturally appropriate approach.


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

Page 1 should start with the name and institution contact details of the Coordinating investigator, and name and address of the sponsor.

Please disclose professional role and that this is for a PhD under headers and Coordinating Investigator information.

If a translator is being offered, please include that information.

Please provide a brief description of who Age Concern are (i.e an NGO looking after the welfare of older people not affiliated with a government agency)

Please include relevant University logo on all pages.

Please provide the location of the community centre/s where the 2 group sessions will run, and specify that there will be transport available at no cost to the participant.

Under the Risk section, risk of privacy loss needs to be added. Also amend on page 1 “Your confidentiality is guaranteed." Modify statement to the effect that "every effort will be made to protect your confidentiality". 

On page 2, modify and put in first person: "Group facilitators will highlight privacy issues in the first group meeting and regularly remind group members to respect each other’s privacy throughout the 12 weeks. " 

The Committee suggest there is some formal language and may need to use more lay-terms, e.g. "demographics", but note that if this will be easier read once translated, this language is fine.

 Māori support is incorrect if no Māori are participating. Please change for independent Asian support if available.

On page 2, provide an explanation on the term “mindfulness practice”.

Amend the language of performing physical/mental health assessments to more suitable language such as collecting health data to look for predictors, etc. 
On page 3 it  states Age Concern is holding onto study data for 10 years but on page 4, it is with the University of Auckland for 10 years. Please correct the inconsistency, and the Committee note their preference that it should be stored in an academic institution and clarified what one.

Rephrase the statement " validate your loneliness" on page 2. Participant’s emotions are valid regardless of measure. Please adjust to state that you will get them to complete a questionnaire to learn more about the level and nature of their loneliness 

Please change the advocacy email to be advocacy@advocacy.org.nz 
Please add a designation for Yan Zhao (Coordinating Investigator) and a contact email address.

There is not enough strong indication that there are other avenues of help from Age Concern and this needs to be added.

Decision 


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

[bookmark: _Hlk35422715]The participant information sheet and consent form did not provide enough information for informed consent to be gained. 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). 
 
[bookmark: _Hlk35422703]There was not sufficient enough detail provided of how the group sessions will be conducted. 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).  



	 3  
	Ethics ref:  
	20/NTB/130 

	 
	Title: 
	Investigating design requirements and effectiveness of educational mobile games for children's health care 

	 
	Principal Investigator: 
	Dr Edgar  Rodriguez Ramirez 

	 
	Sponsor: 
	Victoria University of Wellington 

	 
	Clock Start Date: 
	25 June 2020 



 
Dr Edgar  Rodriguez Ramirez was not present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 

The Committee stated that it was not clear on what they were being asked to review, as different parts had undergone separate ethics approval. Please provide evidence of this to assist in future review.

The Committee queried how the control group will be recruited, as it was unclear in the documentation. Please include this in your protocol.

Requirement for 4.4 phone is a limitation for access and was identified in the peer review. Clarification is required as to whether it is 4.4 only, or 4.4 and higher, and if so, this should be made clear in both the protocol and participant facing documentation, as well as information on how to identify this on a phone. It should also be made clear that this is an exclusion criteria if the researcher is not supplying phones to participants.

The Committee required further clarification in the protocol around the voice activation of the app, and whether the voice would be recorded as data, and what potential other meta data could be collected from using the app (GPS, for example). 

Further information required in protocol about what kind of storage is being implemented. The Committee queried if a cloud risk assessment had been performed. Please amend protocol to include this.

The Committee queried if participants would be compensated if they needed to use data to use the app in lieu of wi-fi being available.

The Committee identified a potential conflict of interest with iMoko as it could result in commercial benefit that has not been addressed.

Participation in the study is confidential, not truly anonymous, due to information collected on consent forms (written consent for example). Clarification is needed on what data is stored from these, who holds them and where and to amend any conflicting statements.

The Committee would like to see translated version of documents uploaded.

The Committee stated that while the Questionnaires are low risk, information provided about children checking their own meds and bleach awareness could lead to overdosing. 

The Committee queried if participants aged 5 and 6 would be able to complete unassisted, and a statement about getting help should be included where participants will interact.

The Committee noted the audio option, but it is not acknowledged in documentation on how to access it.  

The Committee stated there was no community engagement and for this to be documented.

The Committee noted that the peer review was uploaded twice.

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

Please clarify what iMoko provides to participants, and if there is a distinction between the iMoko service and the iMoko app. 

Please include information on how the app was designed.

Please split up the parent consent form and the child assent forms.

The statement about travelling ‘to you’ needs to be clearer about what participation entails, who is doing what and where.

Please amend Parent’s information sheet to include more information on the security of the app, storage of information and privacy/security risk mitigation. The risk of instructing child participants about bleach should be identified, with some safety reminders for parents included. As an additional mitigation, clearly identify how much bleach to be used.

Amend the phrase “randomly chosen” to “invited”

Please amend to include statement that withdrawing from the study will not affect future treatment with iMoko or eligibility to use app in future.

The section ‘Once the study is over’ implies that a poor review will result in consequences, please reword more in terms of evaluate and rework rather than phrased as a negative consequence.

In the Control and Test Condition consent forms, please include the position of the Māori contact as well as a contact number.

Assent is tailored to younger kids. Please divide into a younger group and an older group (i.e. ages 8-12) to be suitable for intended audience. 


Decision 


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

Please resubmit with all documents to allow the Committee to assess the whole application. 
Please update the information sheets and consent forms, taking into account the feedback provided by the Committee. 




	 4  
	Ethics ref:  
	20/NTB/131 

	 
	Title: 
	The long term outcome of lupus nephritis in New Zealand children. 

	 
	Principal Investigator: 
	Dr  Anthony Concannon 

	 
	Clock Start Date: 
	25 June 2020 



 
Dr  Anthony Concannon was not present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 

The protocol is incomplete and in draft form. Please add an analysis plan, data governance plan and argument for waiver of consent to repurpose clinical data for research (NEAC Guidelines 2019 , 7.47)

The Committee identified the following issues in the application form:
b.1.3 Explain reference to "systemic JIA and associated lupus nephritis". The study protocol does not describe systemic JIA. 
b.4.4.1/r.2.4 Explain what is meant by storing and making data available to other researchers in partially deidentified form. This should be fully deidentified aside from for the primary team. 
r.2.5 Retain data for 10 years 
r.6.1 Consider potential for stigmatisation from publishing low medication adherence rates by ethnicity.

Decision 

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


Please supply an updated protocol. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr John Hancock and Dr Nora Lynch. 
 

	 5  
	Ethics ref:  
	20/NTB/132 

	 
	Title: 
	DASL-HiCaP – A trial adding darolutamide to androgen deprivation therapy and radiation in very high risk, clinically localised prostate cancer. 

	 
	Principal Investigator: 
	Dr Chakiath Jose 

	 
	Sponsor: 
	University of Sydney 

	 
	Clock Start Date: 
	25 June 2020 



 
Dr Chakiath Jose was present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 

The Committee noted the study has features of being a commercially sponsored trial including prepublication access to raw data by the pharmaceutical manufacturer. The Researcher stated the University of Sydney maintained that it was the Sponsor and the manufacturer was funding the study but had no control over raw data or publication, no veto power and all IP rights would remain with the University. The Committee stated it was permissible for the funder to receive a pre-publication copy of the manuscript but if they had any influence over its content then it would suggest it is commercially sponsored. The Committee stated the test under the ACC Act is whether the trial is conducted principally for the benefit of the manufacturer. The Researcher stated they believe the study was designed before the manufacturer’s involvement and they were later approached for funding. The Researcher agreed to clarify with the University and update the Committee. The Committee advised that if it deems the trial to be commercially sponsored then ACC-equivalent commercial insurance would be required.  

The Committee queried whether 50% of participants would receive placebo. The Researcher stated they would and clarified they would still receive standard treatment (e.g. radiation) so standard care would not be compromised, they just would not receive the investigational drug. 

The Committee queried whether this is the first time the drug was used in this combination in a phase 3 trial. The Researcher confirmed it would be. The Committee requested information explaining this be added to the PIS. 

The Committee noted the primary database would be held in the US with backup databases in Europe and elsewhere. The Committee queried which organisation would be hosting this database. The Researcher stated they were unsure and would seek clarification from the University. The Committee advised that if it is the drug manufacturer then that would obviously have an effect on the determination on the commercial aspect of the study. 

The Committee noted the protocol did not contain detail on how much genetic info (e.g. broad or whole genome sequencing) would be submitted to public databases. The Researcher stated they were unsure at this stage and would provide clarification. The Committee stated this would be a critical issue going forward as small SNPs are not a concern but whole genomes can be linked to commercial databases (e.g. ancestry, 23andme). 

The Committee requested information about the broad databases available to the scientific research community that the study would upload data to. The Committee requested details on where these are located and who can access them. 

The Committee noted the optional translational research was attached to the main PIS whereas the extended FUR is a separate document. The Committee requested both be separate documents that are clearly optional. The Researcher agreed to make the change. 

The Committee noted it was not evident what the difference between ‘translational research’ and ‘future extended’ research was and requested a lay-friendly explanation so participants understand the difference. 

The Committee requested a forewarning that the questionnaire contains questions about sexual intimacy and fear of cancer so participants are aware of these before they are asked. 

The Committee advised that the ‘Palmerston North tissue statement’ is the standard HDEC tissue statement and can be used across all localities. 

The Committee requested a limit be placed on the power of the University to arbitrarily terminate the study as indicated on page 9, as earlier the sheet states early withdrawal could jeopardise treatment. 

The Committee requested an optional ‘yes/no’ tick box on the consent form for participants to receive a lay summary of the study results. 

The Committee noted a statement on the extended research indicating that tissue may be sent overseas but further research would receive approval in New Zealand and queried how this could be the case. The Researcher stated it was an error and agreed to correct it. 

The Committee advised that the location where future research samples will be stored (e.g. company, city, country) should be included if known. 

The Committee queried whether participants would receive reimbursement as they should receive a koha for extra hospital visits. The Researcher stated they can usually provide petrol vouchers and would provide confirmation. 


Decision 

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


Please update the participant information sheets and consent forms. 
Please provide governance information about the databases and tissue bank.
Please supply the requested information from the University of Sydney to allow the Committee to determine whether the trial is commercially sponsored.

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

	 6  
	Ethics ref:  
	20/NTB/133 

	 
	Title: 
	Exploring the Complex Course of recovery for parents  

	 
	Principal Investigator: 
	Miss Laura Stanley 

	 
	Clock Start Date: 
	25 June 2020 



 
Miss Laura Stanley was present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 


The Committee requested the Researcher consult the NEAC guidelines around protocols and submit one that includes enough information about the study that a separate team could replicate it and contains all the necessary components e.g. a data governance plan. 

The Committee noted this was a qualitative methodology case study and queried whether this had the potential to identify people by inference e.g. participants or their relatives could recognise part of the narrative. The Researcher stated they can remove any potentially identifying features and keep it reasonably generic. 

The Committee queried whether it would be possible to recruit only graduates of the programme. The Researcher said it was possible but due to the programme being staged with different levels there are different aspects of being in the programme they wish to evaluate, e.g. a general trend that if people complete the first month they tend to stay to complete the programme so there may be vital information on retention related to the first month of the stay. The Committee accepted this reasoning justified the need to recruit participants currently in the programme. 

The Committee expressed concern at the potential for a perceived power imbalance and the possibility of undue influence to participate due to the CI working at the clinic. The Committee queried how the Researcher would manage this. The Researcher stated they have not worked in that part of the facility since late 2019 and will be honest with participants. The Researcher stated there are group ‘house meetings’ and they would introduce the study there and make clear that nothing participants shared will be told to the organisation and that there will be no consequences for the programme whether they choose to participate or not. The Researcher stated they have consulted with Odyssey on this. The Committee requested a letter from Odyssey confirming this arrangement and that the organisation is satisfied with it. 

[bookmark: _Hlk43807895]The Committee requested an independent peer review and recommended the Researcher use the scientific peer review template available on the HDEC website. 

The Committee requested the exclusion criteria be amended to exclude participants who have directly worked with the CI during their stay. 

The Committee suggested the Researcher leave a copy of the PIS in the lounge for participants to read through if they are interested. 

The Committee queried whether the Researcher planned to visit participants in their homes. The Researcher stated they would not and if participants were happy to meet at the treatment facility they would do so, otherwise could meet at a café or library. The Committee requested the Researcher devise a safety plan to address the potential risks of this as they may discuss sensitive things in a public space and a participant could display signs of aggression, distress, suicidal ideation etc. 

The Committee requested a statement in the PIS to make it clear that the CI would not come to participants’ homes. 

The Committee requested a statement in the PIS explaining that the discussion is around parenting and not the participant’s child(ren) specifically.

The Committee requested a revision to check use of the word ‘parents’ as at one point the sheet implied it may want to recruit the parents of the participants. 

The Committee requested a separate risks section, an ACC section, a cultural statement and recommended the Researcher adapt the HDEC template to incorporate all necessary information. 

The Committee advised that health information is required to be stored for 10 years. 



Decision 


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

 
Please supply a study protocol. 
Please supply an independent peer review of the study protocol. 
Please update the participant information sheet and consent form. 
Please supply a safety plan. 
Please supply a letter from Odyssey approving the study. 


After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere Macfarlane and Dr Jane Wylie. 



	 7  
	Ethics ref:  
	20/NTB/134 

	 
	Title: 
	Preoperative EEN versus usual care in Crohn’s disease 

	 
	Principal Investigator: 
	Dr Catherine Wall 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	25 June 2020 



 
Dr Catherine Wall was present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 

The Committee requested the addition of a ‘yes/no’ tick box on the consent form for participants to opt-in to the focus group. 

The Committee requested the addition of a ‘yes/no’ tick box on the consent form for participants to agree to their samples being sent overseas. 

The Committee requested the Researcher adapt the HDEC Future Unspecified Research template. 

The Committee requested the inclusion of information advising whether or not a karakia may be performed at the time of tissue disposal. 

The Committee requested the inclusion of a Māori health support contact and suggested the locality should be able to assist with identifying an appropriate person for this. 

The Committee requested the insertion of a statement into the PIS acknowledging the taonga status of Māori data. 

The Committee requested the inclusion of HDC contact details in the PIS. See the PIS template available on the HDEC website for an example. 

The Committee requested the Researcher submit a tissue management plan that complies with all relevant standards in the new National Ethical Standards.


Decision 


[bookmark: _Hlk31959024][bookmark: _Hlk31958088]This application was provisionally approved by consensus, subject to the following information being received:


Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. 
Please provide a Future Unspecified Research information sheet and consent form. 
Please provide a tissue management plan. 

[bookmark: _Hlk31965243]After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Susan Sherrard and Dr Jane Wylie. 





	 8  
	Ethics ref:  
	20/NTB/136 

	 
	Title: 
	SER-301 Study for ulcerative colitis 

	 
	Principal Investigator: 
	Dr Ashok Raj 

	 
	Sponsor: 
	Seres Therapeutics, Inc 

	 
	Clock Start Date: 
	25 June 2020 



 
Dr Ashok Raj  Mr Jim Weston, Ms Lisa von Molkte, Mr Luke Stacey, Ms Kelly Brad, Ms Eshwini Tadiyal, and Mr Christopher Ford were present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 


The Committee noted the protocol allows the inclusion of treatment naïve people with moderate ulcerative colitis and queried whether this would be the case in New Zealand. The Researcher confirmed treatment naïve participants would be eligible. The Committee expressed concern that people would be randomised and have a 40% chance of going on placebo and whether it was ethical to place treatment naïve people with moderately active colitis on placebo for eleven weeks. The Researcher stated the first part of the study is open label to observe efficacy and that most participants would not be treatment naïve. The Committee requested a revision to the inclusion criteria that participants must be on standard care with active disease or have stopped standard care due to side effects/ inefficacy, OR have refused standard of care. 


The Committee queried the risk of participants having a section of their microbiome removed with the drug and, in participants where the IP did not engraft, whether there was risk of long term microbiome narrowing. The researcher responded that they had evidence that the microbiome will reconstitute itself fairly quickly provided there are not repeated antibiotic courses. The Committee requested information explaining this be added to the PIS. 

The Sponsor confirmed that the mandatory genetic testing of gut biopsies to study exploratory outcomes, could be considered as broad genetic testing. The Committee requested the DNA/RNA testing be an optional component for participants to opt-in to with a separate PISCF. 

The Committee requested the study nurse home visits in the event of the pandemic worsening be made optional and something for participants to opt-in to in the event this occurs. 

The Committee requested the requirement for participants to agree to remote monitoring of their identifiable data by the sponsor or sponsor representatives be removed.(p.20 PISC) The Researcher agreed and stated this was mainly intended for the US context where in-person visits may not be possible. 

The Committee requested the Researcher supply a copy of the IDMC charter. 

The Committee requested a small koha be offered to participants in recognition of their time for the extra visits. 

The Committee requested evidence of Māori consultation be supplied. 

Participant Information Sheet: 

The Committee requested the first-in-human nature of this study be emphasised with a bold statement near the beginning of the PIS. 

The Committee queried the ‘gagging clause’. The Researcher stated the experience in North America was without it participants would post about their experiences over the internet which could cause a conflict of interest or bias. The Committee queried how that could bias a government agency when there is objective data from the study. The Researcher agreed to consider removing the clause. 

The Committee noted page 20 of the PIS stated the partial date of birth would be sent to the Sponsor. The Committee advised that only the year of birth is permissible and including the month is not allowed. 

The Committee noted if the statement on page 2 of the pregnancy PIS about counselling for participants who are upset and distressed. The Committee queried whether the Sponsor is offering to provide counselling support or directing the participant to seek care from the DHB. The Committee requested this be clarified. 

The Committee requested information  on the study drug cards referencing part 1 and part 2 be present in the PIS as this is only explained in the protocol. 

The Committee cautioned against overpromising the benefit of the trial and requested a general revision to use more conservative language. The Committee requested an explanation that this is a phase 1 study. 

 The Committee requested more detailed eligibility criteria as currently it just says 'mild to moderate UC'.

Throughout the document, the term 'endoscopy' is used. If you plan to undertake colonoscopy rather than sigmoidoscopy, this term is preferred as it is more commonly understood by NZ patients when referring to lower gut scoping 

Please make it clear whether a participant can choose which part (open label or DBPCRT) they will be enrolled in, or not. 

Please mention that the colonoscopy preparation requires them to be at home / close to a bathroom the afternoon before the colonoscopy. 

The Risks and Benefits section reads poorly. There are insufficient headings to separate out the data from previous research on a similar but unique product SER-101/ risks from vancomycin/ risks from study procedures. The data on SER-101 needs to be much more concise and when quoting numbers of people with a side effect (Table 2/3p.14) make sure the table also gives the total N of the trial. Please express percentages as whole numbers (e.g. 5%' as '5 people in 100'). 

The Committee noted the contraception information for female participants is insufficient. There is no information on when this should start and how long it should last after study treatment, although this information is provided for males. Please revise this. 

Provide details of where overseas the central laboratory is located (on page 17).Please  add this also to the Consent Form. (This applies to the FUR PISC also).

On pages 18-19 please remove from “administrative reasons” as a reason to remove a participant from the trial. Please justify the clause which states removal can occur because the sponsor requests it, given that participant safety is already well covered by other clauses. 

The Committee noted page 19 would benefit from a sentence clarifying that although identifiable data may be accessed on site by a variety of authorised people for audit, the data sent to the sponsor for the research database is deidentified. 

Please note HDEC does not have an Executive Officer, please remove this title from all information sheets. 

Please note also there is a typo on the HDC email with a / added to it on all sheets. 


FUR PISC 

Please add a sentence under My Rights on page 3, to indicate that withdrawing consent from the Main Study does not automatically mean consent for use of FUR samples is withdrawn. It has to be done separately and specifically.

Please indicate the location of the storage site for FUR samples (e.g. company, city, country). 

On the consent clauses, rather than referring to 'my samples', please specify 'blood, stool, urine and tissue samples' 

Pregnant Participant or Partner PISC 

Please remove the name of the pregnant partner from the first page as she will give her name below her signature if and when she signs the consent form. 

Please clarify the statement “If you become upset or distressed, counselling or other appropriate support will be arranged for you per routine care by your treating doctor” and describe exactly what will be offered and from whom (e.g. the DHB or if the Sponsor will pay for private counselling). 

The pregnant woman only needs to advise the PI that she has withdrawn consent. The PI or Sponsor is responsible for notifying obstetrician/paediatrician not to forward further information. Please revise the statement on page 2 regarding this.  

Stool Collecting Instructions 

The reference to the size of sample as " about 1/8 of a stick of butter" will not make much sense to a New Zealand participant, please revise to something more appropriate. 

Study Brochure and ‘Elevator Pitch’ 

'UC interruptions? We see uninteruppted (sic) road trips" is overpromising as well as misspelt, please revise. 

Neither of these documents refers to the FIH Phase 1 nature of the study. The brochure could reach standard if the bolded heading is removed and preliminary nature of the research is added. The ‘Elevator Pitch’ is so slanted towards the emphasis of benefits over risks that it should probably be discarded or completely rewritten. Please revise. 

Decision 

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


Please update the study materials, information sheets, consent forms. 
Please update the protocol and eligibility criteria to specify treatment naïve participants must have refused standard care. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr John Hancock and Dr Nora Lynch. 
 

	 9  
	Ethics ref:  
	20/NTB/137 

	 
	Title: 
	PROTECT Me 

	 
	Principal Investigator: 
	Associate Professor Katie Groom 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	 25 June 2020



 
Associate Professor Katie Groom, and Ms Laura McKay were present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 

The Committee noted this dose was not approved for use in New Zealand and queried whether the study would undergo SCOTT review. The Researcher confirmed it would. The Committee expressed concern about moving from a phase 1 trial of 20 women to a larger study of 300+ participants and whether the data from the phase 1 trial provided a strong enough efficacy signal. The Committee stated it would defer to SCOTT and requested the Researcher address this question to SCOTT during the review process. The Committee requested the Researcher supply a copy of the response from SCOTT. 

The Committee expressed concern at the title of the study (‘PROTECT Me’) as this may be overpromising and misleading to potential participants. The Committee acknowledged the difficulty in changing the name as the study has begun overseas. The Researcher suggested they could use the full title of the study. The Committee agreed and stated it could just be referred to as ‘the melatonin study’ when discussing it in person. The Committee requested the information sheets use the full name of the study. 

The Committee queried the source of the melatonin. The Researcher confirmed it was not direct from the manufacturer in the US and was sourced from the UK. 

The Committee requested the cultural statement be updated to include an acknowledgement of Māori data as a taonga. 

The Committee requested the information sheet confirm whether an option for a karakia will be available at the time of any tissue disposal. 

The Committee requested the inclusion of a Māori health contact (name, position, contact details) in the main PIS, optional biobanking form and optional genomic form. 

Please add kilograms as an option (for birth weight) on the parental form. 

The Committee requested the main PIS include brief information that there are optional consents in addition to the main study so participants are aware of these. 

The Committee requested the Researcher revise the PIS to refer to New Zealand’s National Ethical Standards for Health and Disability Research and Quality Improvement 2019 instead of the Australian equivalent. 

The Committee noted the information describing previous trials of melatonin and pregnancy may give the impression there was much more data than on 28 patients and requested this information be added for full context. 

The Committee requested a revision to the statement on page 8 that melatonin is a TGA B3 product and is safe to more accurately reflect what a B3 product means as per the formal definition: “Drugs which have been taken by only a limited number of pregnant women and women of childbearing age without an increase in the frequency of malformation or other direct or indirect harmful effects on the human fetus having been observed. Studies in animals have shown evidence of an increased occurrence of fetal damage, the significance of which is considered uncertain in humans.”

The Committee requested information on providing optional blood samples, (p.4), and of their transportation to Australia, (p.9), should be co-located and moved to a position in the PIS after the mandatory tests and procedures. Similarly, the information on Optional MRI should be moved. If you are going to use sucrose to placate babes before MRI, add this. Placing the Optional Blood Sampling and MRI in boxes as you have done is helpful to separate them from mandatory parts of the trial. 

The possibility of no benefit from participation needs to be given more prominence, please revise. 

Participants do not have to sign a form to withdraw in New Zealand. Please revise the wording on page 9 to reflect this. 

Please add details of the lead investigator and their contact number to the full list of contacts. 

Please correct the HDEC email to HDECS@health.govt.nz and advocacy email to advocacy@advocacy.org.nz.   

Please add a statement advising participants of their right to access and correct information held about themselves. 

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.”

Please review the HDEC template, a number of important clauses have been left out of the consent form. 

Please provide a second signature panel to authorise the collection of data on the baby after delivery. This cannot be authorised by parent until after delivery as a baby is not a legal person until after birth and during the pregnancy the mother can only consent to her own health information. 

Please revise the statement on page 7 that tells participants if they choose not to participate, they will receive standard care for ‘high risk’ pregnancy as this is potentially coercive.  


Decision 

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


Please provide a response from SCOTT addressing the concerns raised by the Committee. 
Please update the participant information sheet and consent form, taking into account the feedback provided by the Committee. 
 
After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere Macfarlane and Dr Nora Lynch. 
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	Ethics ref:  
	20/NTB/139 

	 
	Title: 
	A Study to Compare Safety and Efficacy of a High Dose of Eteplirsen in Duchenne Muscular Dystrophy (DMD) Patients (MIS51ON) 

	 
	Principal Investigator: 
	Dr Gina O’Grady 

	 
	Sponsor: 
	Syneos Health New Zealand Limited 

	 
	Clock Start Date: 
	25 June 2020 



 
Dr Gina O’Grady and Ms Margaret Joppa were present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 

The Committee queried why videos would be taken and why they would be stored for over 20 years. The Researcher explained it was a requirement from the Sponsor and a standard part of the validation process as much of the assessment is based on physiological movements, timed manoeuvres, etc. The Committee requested that after the validation process is completed the footage will have the participants’ faces pixelated. The Committee advised there is straightforward software that can be used for this purpose.  

The Committee requested removal of the statement on page 16 of the PIS about excluding compensation for injury caused by the investigational product as this is the reason why commercial insurance is a requirement in New Zealand. 

The Committee noted the assent forms stated a port would be inserted whereas the parental consent form implied it was optional. The Researcher agreed to address the inconsistency. 

The Committee queried the sexual health questions. The Researcher stated it was a requirement from the company but not relevant to any of the potential participants as they are very young so would not be asked. 

The Committee expressed concern at the significant commitment families would make to the study and the potential futility of the treatment. The Researcher stated interim analyses would be done and there is always the option to withdraw. The Researcher confirmed if the study showed the drug was not having any beneficial effect on any participants it could be terminated before the three-year time period. The Committee requested the inclusion of a statement advising participants of the potential futility of the intervention. 

The Committee requested the Researcher revise the protocol to specify that recruitment would not begin in New Zealand until a progress report of the open label component is received. 


The Committee requested the addition of more information to the assent forms to explain the lengthy time commitment to the study (e.g. visiting hospital once a week) so the children explicitly understand everything that is required from them in order to participate in the study. 

The Committee noted a study should not be terminated for commercial reasons in New Zealand and requested any statement indicating this to be removed. 

The Committee queried whether the study had undertaken Māori consultation. The Researcher confirmed this has been done. 

The Committee stated optional consent forms need to be standalone documents that contain all relevant information and should not refer to other sheets. The Committee requested a revision of the optional information sheets. 

The Committee noted that if data or samples are anonymised then participants will be unable to withdraw consent for their use. The Committee requested information about this be included in the information sheet and data/tissue plan. 

The Researcher confirmed the Sponsor would cover any costs associated with travel and accommodation for families during the research but would not cover any time off work parents may take. The Committee requested information explaining this in the PIS. 

The Committee requested the cultural statement be updated to include an acknowledgement of Māori data as a taonga. 

The Committee requested the information sheet confirm whether an option for a karakia will be available at the time of any tissue disposal. 

The Committee requested the inclusion of a Māori health contact (name, position, contact details) in the main PIS, optional biobanking form and optional genomic form. 


Decision 

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


Please update the protocol to specify that after validation the footage of participants will be pixelated. 
Please update the participant information sheet and consent form, taking into account the feedback provided by the Committee.  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Susan Sherrard and Mrs Leesa Russell. 
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	Ethics ref:  
	20/NTB/140 

	 
	Title: 
	Evaluation of Quest – Te Whitianga app to improve emotional wellbeing in adolescents. 

	 
	Principal Investigator: 
	Dr Karolina Stasiak 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	25 June 2020 



 
Dr Karolina Stasiak was present 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 ethical issues

The main ethical issues considered by the Committee were as follows. 


The Committee stated consenting 13-15-year olds without parental consent carried risk. The Committee acknowledged the 13-year threshold for most social media platforms but as this is medical research coming through an HDEC it may require further thought. The Committee stated in New Zealand 16 is the legal age of consent with full autonomy and although Gillick competence may apply to some the default expectation is to obtain parental consent and assent from the child. The Committee stated documenting the consent process would be necessary to ensure the study is consistent with the law. The Committee stated it understands the need to make it youth friendly, but the study must comply with the law in order to proceed. 

The Committee stated Gillick competence would require an assessment of each individual as to their competence to provide consent. The Committee requested the recruitment letter intended for 11-12 year olds be provided to all potential participants under 16. 

The Committee requested removal of the question asking about anti-depressant use. 

The Committee queried why the study would keep identified information for ten years. The Researcher stated it is to comply with the 10-year storage requirement and clarified that it is deidentified with a linking key kept separately.

The Committee queried the trial oversight committee who would evaluate the data midway through the study. The Researchers explained it is a group of investigators with a statistician that will assess aspects of the study such as recruitment, retention and outcomes. The Researcher confirmed the study can be terminated if the data showed it significantly decreased wellbeing. 

The Committee queried why the Researcher would collect the date of birth. The Researcher stated it was a technical limitation and the program is designed to collect the full date of birth field.  The Committee requested the Researcher investigate whether it would be possible for the app to convert the participant’s date of birth into their age and then delete the DOB data, so it is not stored. 

The Committee queried whether the data from this study may be linked to data extracted from the IDI. The Researcher confirmed they had no plans to ever link this study with IDI data. 


Decision 

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


Please revise the study’s recruitment process and documentation of it and supply an updated protocol. 
Please clarify whether the app can be programmed to allow it to calculate a participant’s age without storing their date of birth. 

[bookmark: _Hlk44668911]After receipt of the information requested by the Committee, a final decision on the application will be made by Mr John Hancock and Dr Jane Wylie. 
 


Substantial amendments

	1  
	Ethics ref:  
	[bookmark: _GoBack]20/NTB/14/AM02 

	 
	Title: 
	A multi-disciplinary approach to diagnose mild traumatic brain injuries

	 
	Principal Investigator: 
	Dr Rachel Fleming 

	 
	Sponsor: 
	Dr David Dubowitz 

	 
	Clock Start Date: 
	25 June 2020 



 
Dr Rachel Fleming, Dr Matthew McDonald and Dr David Dubowitz were not present for discussion of this amendment.

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 ethical issues

The main ethical issues considered by the Committee were as follows. 

Please provide the information for children in a dedicated assent form and create a separate information sheet and consent form for parents.  

Please clarify whether the Future Unspecified Research is limited to the brain scan and eye tracking or whether other biomarkers will be collected as well.  

Please update the tissue management plan in the protocol to include details on disposal/destruction, duration of storage and who has access to it. 

Aspects of name and birthdate on samples is potentially identifiable, please generate a study code to label samples with instead. 

Please confirm whether anyone in the research team has paediatric experience or not. 

Health information is required to be stored for a minimum of 10 years, please revise as appropriate. 










Decision 


This amendment was provisionally approved by consensus, subject to the following information being received. 

Please supply a PISCF for parents. 
Please update the protocol.
Please clarify the FUR. 

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

General business

The Committee noted the content of the “ noting section” of the agenda.

The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	04 August 2020, 12:00 PM

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




	The following members tendered apologies for this meeting.
Sue Sherrard
John Hancock


Review of Last Minutes

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

Matters Arising


Other business


Other business for information


Any other business




The meeting closed at 6:00pm. 
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