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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	17 October 2017

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



	Time
	Item of business

	1.00pm
	Welcome

	1.05pm
	Confirmation of minutes of meeting of 19 September 2017

	1.30pm
	New applications (see over for details)

	
	ii 17/NTA/201
  iii 17/NTA/202
  iv 17/NTA/203
[bookmark: _GoBack]  v 17/NTA/204
  vi 17/NTA/205
  vii 17/NTA/207
  viii 17/NTA/208
  ix 17/NTA/211
  x 17/NTA/212
  xi 17/NTA/213
  xii 17/NTA/214

	6.30pm
	General business:
· Noting section of agenda

	6.40pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	11/11/2015 
	11/11/2018 
	Present 

	Mrs Jane Wylie 
	Non-lay (intervention studies)
	NTB co-opt
	NTB co-opt
	Present 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Apologies 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	11/11/2015 
	11/11/2018 
	Apologies 

	Mrs Kate O'Connor 
	Lay (ethical and moral reasoning)
	NTB co-opt
	NTB co-opt
	Present 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/11/2015 
	11/11/2018 
	Present 

	Dr Catherine Jackson 
	Non-lay (health/disability service provision) 
	11/11/2016 
	11/11/2019 
	Apologies 

	Ms Toni Millar 
	Lay (consumer/community perspectives) 
	11/11/2016 
	11/11/2019 
	Present 

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

	Mrs Stephanie Pollard 
	Non-lay (intervention studies)
	NTB co-opt
	NTB co-opt
	Present 


 

Welcome

The Chair opened the meeting at 1.00pm and welcomed Committee members, noting that apologies had been received from Dr Catherine Jackson, Dr Karen Bartholomew and Dr Christine Crooks. 

The Chair noted that fewer than five appointed members of the Committee were present, and that it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  Mrs Kate O’Connor, Dr Jane Wylie and Mrs Stephanie Pollard confirmed their eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 19 September were confirmed.


New applications  
 
	 2  
	Ethics ref:  
	17/NTA/201 

	 
	Title: 
	A parental perspective of the first 72 hours after the death of their child. 

	 
	Principal Investigator: 
	Mr Richard Brown 

	 
	Sponsor: 
	Toi Ohomai Institute of Technology 

	 
	Clock Start Date: 
	05 October 2017 


 
Mr Richard Brown was present in person 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:

1. The study involves gathering stories from bereaved parents about their experiences related to the first 72 hours following the death of their child.  
2. The data will be analysed for emerging themes and ‘compared with the researcher's own experience’. This will be undertaken through face to face interviews at a venue of the participant's choice.
3. The interviews will be digitally voice recorded and transferred immediately onto an external hard drive that will be kept in a locked drawer to protect confidentiality.  The recordings will be transcribed into type with no identifying features.  Consent forms will be kept in a separate lockable drawer so that interviews are unable to be identified. The study will be analysed in the perspective of a hypothesis that bereaved parents may benefit from the knowledge and skills of a professional advocate within the first 72 hours of the death of a child.  
4. During the interviewing process, the hypothesis will be put to one side and parents allowed to tell their story with minimal prompting to elicit what issues they believe are important for other bereaved parents.  
5. The Researcher stated they plan to keep an objective open attitude to the findings in order to serve the best interests of this community of people.

Summary of ethical issues (resolved)

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

6. The Researcher(s) explained their own personal experience, their work and professional history and how these factors related to their interest in the study question and subject area. 
7. The Researcher(s) stated while the study looks at different causes of death for the child, it focuses on the parents, on the shock, which they feel would be present in all cases, not focusing directly on the child or on the type of death. The Researcher(s) explained it aims to change the support, advice and guidance for the parents in these situations.   
8. The Committee asked if the primary focus of the study is to attain a qualification. The Researcher(s) acknowledged it was for a Masters, but that they also wanted to impact change of support systems. The Committee warned against calling for change based on a Master’s level study. 
9. The Committee asked what the leaflets are for. The Researcher(s) stated this would be given to participants alongside the Participant Information Sheet.
10. The Committee noted the dates of study were unrealistic. The Researcher(s) stated this is not a requirement to finish, will continue for as long as it takes, which is possible as the CI is a lecturer rather than a student. 

Summary of ethical issues (outstanding)

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

11. The Committee noted that they have concerns for the researcher the research methodology, but did not think the research itself had merit. 
12. The Committee noted one of the concerns was about the intention to suggest changes based on a small sample size, as there are only 6 participants, yet many causes of death that may be explored. Furthermore, the study involved any age of child, which too could involve significantly different support needs of the parents. The Researcher(s) explained they wanted rich histories, and noted that this therefore would be limited to 6. The Committee discussed the sample size and determined that with this methodology, 6 would be appropriate, but that the researcher should consider providing some tightening of the eligibility criteria to make the 6 experiences more generalizable. 
13. The Committee asked the Researcher(s) wanted to share information with GP, noting the consent form allows information to participant health information, adding that there generally were a number of irrelevant yes / no boxes in the Participant Information Sheet consent form. The Researcher(s) confirmed this was an error and will remove the consent statements that are not relevant for the study. 
14. The Committee noted that the CI has experienced their own child’s death, which involved risks to them and significant risk of bias in the study conduct and the study analyses. The Researcher(s) felt that they could be objective, citing their extensive experience in social work. The Committee noted they did not have concerns about professionalism or integrity of the CI, it was about protecting the research and ensuring the research was scientifically valid. 
15. The Committee noted the conflict between roles of the CI; being a support person, being a researcher and bringing their own experience into the interviews. These conflicts should be identified and mitigated. Mitigation strategies should be explained to the Committee.
16. The Committee noted there was no structure to interviews or questionnaire. The Committee noted that there needs to be a clear hypothesis, a clear structure to the interventions (questionnaires) etc. There must also be means to avoid bias, in particular with the researchers own personal history. Addressing this requires more work on the protocol and the questionnaire templates. For example structured ideas around what the participants will be talking around – produce a list to structure interview, ideas, themes etc. This gives the Committee a better idea, as well as participants. More information could go in to the Participant Information Sheet too. 
17. The Committee acknowledged that there was a balance between impartiality, empathy, and bias. Some mitigating factors are having someone else do the interviewing, or add some structure to them to ensure consistency. 
18. The Committee asked whether there are age exclusion criteria (for the ‘child’). The Researcher(s) stated no age exclusions; it could be an adult child. The Committee noted this is a very broad population if the child can be any age. This further dilutes the ability to draw generalizable ideas for change. 
19. A.1.4 – emerging themes will be ‘compared to the researcher’s experience’. The Committee stated they recognise where the researcher is coming from, and have their own ideas, and while they can put these ideas aside during the interviews, the Committee cautioned formally comparing whether their ideas are the same as their own. The Committee asked whether this matters, and why would it matter, if their own views would be the same as others. The Committee noted the analyses should be separate; explaining that there cannot be a control group (of yourself) of one. The Committee also discussed the methodology being used and how a reflective method was important to the theory, but to be careful when it came to interpretation of the results.
20. The Committee asked whether there was any funding available in order to support participants with counselling, as a way of mitigating any harm from participation. The Researcher(s) explained that they were exploring what was available for referrals clarifying that there is no money for paying for that counselling. The Committee suggested ACC or local PHO, if a need is identified through the study there could be support available through those institutions. 
21. The Committee suggested the researcher considers advertising instead as a less confrontational way of collecting participants. This could be in waiting rooms, posters etc. Advertisements in newsletters. This allows people to self-select as participants. 
22. The Committee noted that contacting people with an invitation letter and potentially not enrolling them is not acceptable and under no circumstances should they contact bereaved parents and then not follow through with the research. 
23. Please provide independent peer review. The Committee will accept admission into the programme as peer review.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
24. Add more information in the Participant Information Sheet – be clear about what is recorded, how this interview, use of study data, interview interventions (what to expect in the interviews, how long they will take etc.)
25. The Committee noted ‘any petrol costs’ is open. Limit to ‘reasonable costs’. 
26. The Committee asked if there are publication identification risk due to detail and depth of the descriptions, this risk must be clear in the Participant Information Sheet, and if there is a risk of identification the individual should review the publication prior to publishing. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 
· Please address all potential conflicts of interest and explain how these conflicts will be managed or mitigated (Ethical Guidelines for Observation Studies 4.18)
· The study design must minimise risk of harm to both participants and the researcher and be scientifically valid, please make changes to the protocol (Ethical Guidelines for Observation Studies para 5.5).
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	Ethics ref:  
	17/NTA/202 

	 
	Title: 
	Open-label Extension Study for Subjects with Prostate Cancer 

	 
	Principal Investigator: 
	Mr John  Leyland 

	 
	Sponsor: 
	INC Research New Zealand Limited 

	 
	Clock Start Date: 
	05 October 2017 


 
Mr John Leyland 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 Study

1. This is a multicentre, international, open-label extension study for subjects who are currently receiving enzalutamide for treatment of their prostate cancer and who are continuing to derive clinical benefit, based on the assessment of the investigator. 
2. The objective of the study is to collect long term safety data in subjects who are continuing to derive clinical benefit from treatment with Enzalutamide (as assessed by the investigator) from their participation in an enzalutamide clinical study sponsored by Astellas or Medivation, Inc., which has completed, at a minimum, the primary analysis or the study specified evaluation period.
3. Once the HDEC has approved the protocol the subject will be asked for consent for this study and all required procedures will be completed. 
4. Subjects will receive 160 mg (4 capsules) of enzalutamide orally once daily at the same time each day. 
5. The study subjects will continue to receive treatment until any of the discontinuation criteria are met. An end of study visit will be performed 30 days (±7 days) after the last dose of enzalutamide or prior to the initiation of another systemic anticancer therapy, whichever occurs first.
6. There is 1 study participant in New Zealand. 

Summary of ethical issues (resolved)

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

7. The Committee suggested that the letter to GP details prohibited medication.

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

8. Advises withdrawal must be in writing. Please reword to indicate verbal withdrawal is permissible. 

· Main Participant Information Sheet:

9. p.7 and 13: study stopping- remove stopping the study purely in commercial interests of the sponsor. This is not acceptable in New Zealand. 
10. The Committee noted the documentation for participants and the ethics application communicate mixed messages regarding health data privacy and use and re-disclosure by Sponsor. Is study data taken or sent off site anonymised by use of study code only or not. Please explain, noting the Committee expects no identifiable data to leave the study site or be shared with the sponsor. 
11. Bottom of pg.3 - typo/missing words? 
12. Please make it clear, currently language is conflicting around who accesses information and in what level of identifiably. 
13. Buried in the Participant Information Sheet is advice that subjects may not drive, swim or machine due to risk of seizure - discuss – The Committee suggested making bold, and explaining if this means driving during the whole study period.
14. Please reconsider ‘reasonable’ steps for confidentiality, as this appears to be a weak commitment. 
15. Talks about a 'withdrawal of consent' form, which is not provided. The Committee noted withdrawal doesn't have to be in writing.
16. Typo in HDEC name, and the description of HDEC is not correct. Please accurately name and describe the HDECs.	 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Jane Wylie and Mrs Kate O’Connor. 
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	Ethics ref:  
	17/NTA/203 

	 
	Title: 
	(duplicate) The Genetics of Discoid Lupus Eythematosus in Māori and Pacific People 

	 
	Principal Investigator: 
	Dr Paul Jarrett 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 October 2017 


 
Dr Paul Jarrett was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of study

1. This is a resubmission of a previously declined project and has taken account of earlier changes suggested by the Committee.
2. Māori and Pacific people, especially women, in South Auckland have much a higher rate of an illness called discoid lupus erythematosus compared to European New Zealanders. This illness is very difficult to treat.
3. Professor Snell has broad experience in the study of genes in Māori and Pacific people.
4. The Researchers want to see if a genetic cause can be found for this illness that will lead to better treatments. 

Summary of ethical issues (resolved)

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

5. The Committee thanked the researchers for their response to the prior decline letter. The Committee noted Future Unspecified Research is removed. 
6. The Committee queried if reasonable travel expenses being paid. The Committee stated they were not.  

Summary of ethical issues (outstanding)

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

7. The Committee asked how researchers would define ethnicity (both parents, one grandparent etc.). The Researcher(s) stated self identification. 
8. The Committee noted there were no questionnaires any more – and asked the researchers to confirm this was correct. The Researcher(s) stated parents would be clinically examined to make sure they do not have DLE, rather than a use of questionnaires. The Committee noted this should be clearly explained. 
9. The Researcher(s) confirmed that they do not have a clinical geneticist on the study team, but do know who they would work with as a referral process. 
10. The Committee asked what would occur if they found that the family member tested was not the biological parent. Please explain. 

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

11. The Committee suggested the Intro letter is a bit coercive- will it specifically help M & P people in South Auckland? Please reconsider the language.
12. Reflect on "cause" - is there another way to express this without directly laying the fault from child's disease on the parent.
13. The Committee noted need to add addresses of facilities in Australia and S Korea.
14. Page and versions numbers, HDEC contact and approval wording
15. The Committee suggested the language, in terms of complexity, was quite advanced, which may pose issues with informed consent for this population. The Participant Information Sheet is also very deterministic and negative, i.e. ‘you will have a bad quality of life etc’. Please soften this wording and make it less negative, and overall more simple. 
16. The Committee discussed the use of language regarding parents. The Committee determined it should be clear that it is biological, and should not be further complicated. 
17. The Committee asked for information on the process for feedback of genetic results – who is involved and what is the process. The Researcher(s) stated if they found an actionable gene, it would need confirmation through geneticist, and then they would check if a person had wanted to know about such findings. 
18. The Committee asked what would occur if other findings might be found, unrelated to the study (due to the full sequencing). The Researcher(s) stated only in cases of actionable identification will be fed-back. The Committee noted this is not clear for participants. Make clearer, with simple language.
19. Explain ‘prior knowledge’ much more clearly, and how it impacts insurance. 
20. The Committee suggested running the Participant Information Sheet with a lay member for readability. 
21. Will they or won't they get feedback of individual results if variant related to DLE found? Consent Form says they won't, Protocol suggests they will (via a medical geneticist). This should not be a "cold" approach – rather it should be via treating Dr/GP discussion, if they have consented to feedback. The Researcher(s) explained the process in place, noting importance of confirmation, the gene, condition and the support in place. Make this clear in Participant Information Sheet – including process and the implications of incidental findings. 

Decision 

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

· Please amend the information sheet and consent form taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.10).
· The study design must minimise risk of harm (Ethical Guidelines for Observation Studies para 5.5).

This following information will be reviewed, and a final decision made on the application, by Dr Kate Parker and Mrs Kate O’Connor. 
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	Ethics ref:  
	17/NTA/204 

	 
	Title: 
	Pluripotent stem cells and human disease 

	 
	Principal Investigator: 
	Dr Alan Davidson 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	05 October 2017 


 
Dr Alan Davidson was present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.
Jane Wylie declared a potential conflict of interest, and the Committee decided it was considered a significant conflict and Dr Wylie took part in discussion and decision of the application. 

Summary of Study

1. The purpose of this study is to use induced pluripotent stem cells (iPSCs) and embryonic stem cells (ESCs) in order to study various human diseases in the laboratory. iPSCs are made by ‘reprogramming’ adult cells back to an embryonic-like state that confers pluripotency (potential to mature into all 200 cell types in the body. ESCs are derived from cells of the early embryo and are also pluripotent. iPSCs and ESCs can be grown in petri dishes indefinitely, as well as matured into specific cell types or more complex mini-organs called organoids. 
2. The derivation of iPSCs from healthy individuals or people with genetic diseases makes it possible to generate healthy and diseased tissues in the lab, respectively. In addition, new advances in gene editing also make it possible to genetically modify iPSC or ESC lines thereby converting diseased cells into healthy cells (and vice versa), and inserting genes that are useful for performing basic science experiments. 
Here, we are requesting: 
(1) Approval to use existing iPSC lines where informed consent was not obtained, where the samples were created overseas (US and Australia) 
(2) Approval to generate new iPSC lines from tissue samples from adults and children (healthy and with genetic diseases) with informed consent, as well as a separate future unspecified research consent to store the cell lines and tissue in the Auckland Regional Tissue Bank, 
(3) Approval to perform various experiments with iPSCs and to work with H9 human ESCs (WiCell, USA) that were genetically modified by our collaborator Prof. Andrew McMahon (USC, USA).  
3. Their research interests are broad and encompass several major organs including the kidney, pancreas and liver, with a focus on pathological processes that occur in acute and chronic injuries, cancer, congenital malformations and from metabolic diseases such as diabetes, obesity, and lysosomal storage disorders.

Summary of ethical issues (resolved)

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

4. The Committee noted application would be split up with regards to the Committee deliberations. 
5. Regarding the existing cell lines that were created with institutional ethics committee approval and informed consent from New Zealanders (The M2, M4, and 88G iPSC lines), the Committee has no issue with the use of these lines, and notes that the prospective part of this study involving new tissue collection is similar to how those lines were established.  
6. Regarding the overseas cell lines (CTNS36, CTNS108, and CTNS157) – the Committee noted the cited letter and waiver of consent in relation to compliance with US regulation. The Committee noted these samples were anonymous and noted they were comfortable with approval for use in New Zealand. 
7. Regarding The RiPS, CRL2429 and CRL1502 lines, The Committee noted these samples are provided from collaborators in the US and Australia. Both groups acquired these existing cell lines from ATCC tissue bank, a global non-profit bank that has been in operation since 1925. These were ordered as primary cells and re-programmed in the US. C The Committee asked about the source of these cells. The Researcher(s) referred to the protocol that states ‘These iPSC lines were generated by reprogramming primary human cells obtained commercially from the global American Type Culture Collection (ATCC) tissue bank (CRL2522 foreskin fibroblasts for RiPS, foreskin fibroblasts for CRL2429 and 12 week gestation skin fibroblasts for CRL1502; https://www.atcc.org).  We contacted ATCC regarding information on the donor consent forms and received the reply: “ATCC primary cells are derived from tissues that were obtained with the appropriate donor consent forms” (see attached letter).  However, ATCC have not answered our requests for redacted copies of these consents.” In light of the conflicting information of consent and age of samples, The Researcher(s) and The Committee agreed it was best to consider the consents as not clear at best, and to consider their use unconsented. The Researcher(s) confirmed these lines are not able to be traced back to individuals. The Researcher(s) explained that these cell lines had been widely used in Australia. The Committee accepted the continued use of these cell lines.
8. The Committee asked the researcher about the embryonic stem cell line that they sought approval to import. 

The prospective study: 

9. The Committee asked why there is a need for samples from children. The Researcher(s) stated they would like to take cells from children for scientific reasons, for example they could correct an insulin defect, then generate corrected pancreatic cells in lab and compare with parent cells. In future these cells could be replanted in the people’s body. This protocol does not look actually transplanting, but it will demonstrate a proof in concept. The Committee accepted the scientific reasons for collecting samples from children. 
10. The Committee noted the prospective study was fully consented. Please explain how incidental findings will be managed, how long will actionable incidental findings be fed back. The Researcher(s) explained that during the study there was an obligation on the researchers, and after the study it would be the ARTB that would have an obligation. For the study, The Researcher(s) explained that if there is an identified DNA variant that could impact clinically, The Researcher(s) have a geneticist who would look at the variant and assess if actionable. The Researcher(s) would then contact the participants. There is also option for participants to tick a box that states they just do not want to know. The Researcher(s) explained if geneticist felt this was a serious issue we would contact their GP and recommend referral to genetic services – who will conduct a clinical lab DNA test (accredited). The Researcher(s) confirmed in the event of a serious finding they would not go directly to the participant.  
11. The Committee explored what kind of obligations occurred if participants were deceased and findings from the cell line research identified a relevant clinical finding for children or family of the deceased. The Researcher(s) acknowledge this is possible yes, and their geneticist would address these on a case by case basis.  
12. The Researcher(s) explained if patient has rare genetic disease it is potentially possible to link back to that individual, even if not identifiable, but generally the answer to whether these cell lines can be linked to the individual they come from. 
13. The Committee asked why there is a need more than 1 cell line, asking if they react differently. The Researcher(s) stated yes, some from people with genetic disease, others taken from patients or volunteers considered as healthy. Unfortunately no two cell lines are created equal. Some are good at certain things, some are less good. Broad palate is better for controlling experiments. 

Summary of ethical issues (outstanding)

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

14. The Researcher(s) stated they want to store the cell lines in the Auckland Regional Tissue Bank. Please provide confirmation of the bank’s willingness to store the samples.
15. The Committee noted Guidelines for Using Cells from Established Human Embryonic Stem Cell Lines for Research (2006) set out a range of requirements that must be met by the researcher, by way of justification to an ethics committee. 
16. The Committee asked about paragraph 3 of the guidelines, in relation to involvement of the Environmental Protection agency. The Researcher(s) explained they have an on-going relationship with the EPA, and are aware of import requirements, and have GMO approvals. The Committee determined the researchers meet this condition. 
17. Part two of the guidelines outline considerations around the provisions associated with the way in which the human embryonic stem cell lines have been established. The Researcher(s) referred to the letter provided by WICELL, who created the lines. The Committee noted the letter addresses all of the requirements of the 2006 guidelines and approves the importation of the line.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
18. Participant Information Sheet requires redraft – only says life threatening conditions. Should be expanded in the Participant Information Sheet. 

Decision 

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

· Please amend the information sheet and consent form taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11
· Confirm appropriate management and governance of storage of samples for future unspecified research.
· Confirm adherence to Guidelines for Using Cells from Established Human Embryonic Stem Cell Lines for Research (2006) 

This following information will be reviewed, and a final decision made on the application, by Mrs Stephanie Pollard and Dr Brian Fergus. 
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	Ethics ref:  
	17/NTA/205 

	 
	Title: 
	HABITS – Proof of concept evaluation of emotional wellbeing app 

	 
	Principal Investigator: 
	Dr  Karolina Stasiak 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	05 October 2017 


 
Dr. Sarah Hopkins, Dr Grant Christy and Dr. Matthew Shepherd, was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a proof of concept pilot study to evaluate a prototype emotional wellbeing app with a view to refining content and design elements in order to create a 2nd generation emotional wellbeing app in 2018. The main objective of the study is to evaluate acceptability, ease of use and estimate efficacy of the first generation HABITs app for emotional wellbeing.
2. This study will consist of two independent studies. Participants for both studies are consented volunteers, aged 13-16 years from participating New Zealand secondary schools.
3. Study 1 will be an open pilot trial with 20-40 participants. Students will be recruited via participating schools through pastoral care staff or in response to a presentation to students by the study team. To be eligible they must have sufficient English language ability to understand the app and have access to an Android smart phone. Outcome data will be collected pre- and post-intervention and passive data collection will be used in the three-week intervention period to report on app use on their own Android smartphone. Primary outcomes for acceptability and usability are 1) Usage data, and 2) Satisfaction ratings and qualitative feedback. The Researcher(s) will estimate efficacy using changes in self-reported symptoms using PHQ-A and GAD-7 and within-app likert scales.
4. Study 2 will be a qualitative study using the “think aloud” interview technique with 10-15 participants. For this study The Researcher(s) will invite young people who had previously taken part in scoping and early consultation focus groups to volunteer to participate. Participation will involve one visit. Participants will be shown the prototype emotional wellbeing app for the first time and asked to navigate through the app at their own pace while talking about their experience of using it.

Summary of ethical issues (resolved)

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

5. The Researcher(s) explained the related ethics applications and how they have held focus groups to develop this project (co-design). 
6. The Researcher(s) explained adverse events are monitored. The Researcher(s) explained that there is screening and referred to protocol for follow up processes. 

Summary of ethical issues (outstanding)

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

7. The Committee stated add ‘or anything that comes up’ in regards to anxiety from questionnaires, in order to let participants know they can raise issues outside of the questionnaire. 
8. The Committee asked about the opt out process with parents. The Researcher(s) explained the target is at risk youth, in future we will want to test in real life conditions with no parent consent. The Committee acknowledged the rationale behind this, and asked why parents were involved in this stage of the study. The Researcher(s) explained as it was about testing and acceptable parents being involved and informed was appropriate. 
9. The Committee noted the recruitment method was “After the assembly, we would collect names and contact details of any interested students. We would hand out two information sheets (one for the student and one for their parents) to take home and make a decision if they want to take part.” The Researcher(s) explained why this method was chosen. The Committee noted they should also get interested students to contact you by email or go and see the nurse privately for a form – risk of stigmatisation, or peer pressure. Please consider different recruitment avenues (but the current method can remain). 
10. Remove dollar amount in advertising. 

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

11. The main consent form needs much more information – risk of harm, compensation clause, benefits, etc. etc. use PIS template. 
12. In parent information sheet, it says “We will ask everyone not to share the information outside the group” – what does this mean? The Researcher(s) stated this was a typo.  

Decision 

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

· Please amend the information sheet and consent form taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11

This following information will be reviewed, and a final decision made on the application, by Kate Parker and Mrs Toni miller. 
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	Ethics ref:  
	17/NTA/207 

	 
	Title: 
	From presence to belonging 

	 
	Principal Investigator: 
	Dr Brigit Mirfin-Veitch 

	 
	Sponsor: 
	IHC New Zealand Incorporated 

	 
	Clock Start Date: 
	05 October 2017 


 
Dr Brigit Mirfin-Veitch was present by teleconference 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 mixed method study will explore the lives of 20 adults with intellectual disability (ID) who live independently. The perceptions of family and support staff with regard to adults with ID living independently will also be sought. 
2. The study aims to: discover whether those people who have such autonomy are living lives that they experience as good; examine measurable health outcomes (through the SF20); explore the views of family and support staff; integrate the data collected to provide a more comprehensive understanding of independent living and the factors that are integral to a good life for adults with ID.
3. Individual audio recorded interviews with adults with ID will provide qualitative data on multiple elements of their life, including their responses to the quantitative SF20 health assessment tool. If agreed to by the person, additional data will be taken from their personal plan.  
4. Two focus groups will provide data from family and support staff. Note that the members of these groups will not be matched to individuals who were interviewed. 

Summary of ethical issues (resolved)

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

5. The Committee asked what the procedures are if interviews raise concerns re mental health or other health issues. E.g. lonely, sad, etc. The Researcher(s) explained identification of these feelings is a reality of disability research. As such, we have processes The Researcher(s) usually follow and intend to follow. The Researcher(s) explained if they felt someone was distressed through talking they would follow up immediately after the interview and conduct referrals.  
6. The Committee asked will you encourage a support person to be present. The Researcher(s) stated yes if that is best for the individual.  
7. The Committee noted that the Focus group questionnaire was very brief. Are they research participants. The Researcher(s) confirmed they were, explaining consent forms would be given for them. 
8. The Committee asked about an information sheet for carers.  The Researcher(s) will use the same one. The Committee accepted this.  
9. The Researcher(s) explained they will seek perspectives, and will compare and contrast, individuals and groups around independent living, compared to the people who are doing the independent living. This could show a difference or convergence of understanding of living alone. 

Decision 

This application was approved by consensus.



	 8  
	Ethics ref:  
	17/NTA/208 

	 
	Title: 
	Vitamin C and Acute myeloid leukemia 

	 
	Principal Investigator: 
	Professor Margreet Vissers 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 October 2017 


 
Professor Margret Vissers was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The aim of this study is to investigate genetic material from a single patient with acute myeloid leukaemia (AML) who responded to vitamin C treatment. 
2. Recent developments in the fields of epigenetics have confirmed a role for vitamin C in development and maintenance of healthy cells.
3. Furthermore, genetic analysis of patients with AML has found a subgroup where proteins that interact with vitamin C are not working properly. 
4. Therefore, our goal is to investigate clinical samples from this patient by sequencing DNA, DNA methylation, and other epigenetic markers. 
5. The Researcher(s) are currently in possession of a bone marrow sample that the patient transferred to us himself and consented for us to analyse.
6. Although this patient is no longer alive, his wife has consented for us to gather historical clinical data and analyse any other bone marrow samples from previous clinical management that might still be available.

Summary of ethical issues (resolved)

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

7. The Researcher(s) confirmed family wants to know about incidental findings.
8. The Researcher(s) there is a Maori consultation plan.
9. Confirmed publication process gives power to family to veto.
10. Confirmed family (wife) consent.
11. Confirmed donor consent at time for general donation. 
12. The Researcher(s) explained the context and unique nature of this sample and treatment history. 
13. The Researcher(s) confirmed they will conduct a panel for leukaemia but also whole genome sequence. 
14. The Researcher(s) and The Committee discussed other tissue samples stored for clinical reasons and their potential use. The Researcher(s) explained no current plan to use them, but they are there for backup, in case need them. 
15. The Researcher(s) and The Committee discussed Guthrie card access. The Researcher(s) explained this would allow the researchers to look at a sample pre cancer, during cancer, and then also during remission time, which may show important cell differences. 



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

16. Insurance impact and the ‘prior knowledge’ consequence must be very clear, as a consequence of finding out about incidental findings. 

Decision 

This application was approved by consensus.
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	Ethics ref:  
	17/NTA/211 

	 
	Title: 
	He Pataka Marohi 

	 
	Principal Investigator: 
	Dr Geoff Kira 

	 
	Sponsor: 
	Massey University 

	 
	Clock Start Date: 
	05 October 2017 


 
Dr Geoff Kira and Dr Annette Kira was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a Community based trial of whether being supplied with free or 'cheap' fruit and vegetables, with and without education meetings increases fruit and vegetable consumption. 
2. The study is funded by a HRC explorer grant and involves collaboration with Maori Health agencies. 

Summary of ethical issues (resolved)

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

3. The Committee ask how much work has been done with the target population. The Committee noted 25% of adult population are illiterate. 30% don’t have connection with internet. The Researcher(s) explained there are social workers in the research team who work in this community and support the consent process. 

Summary of ethical issues (outstanding)

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

4. The Committee asked whether this was health research, noting the outcomes did not involve direct health observations. The Researcher(s) explained increasing fruit and vegetables results in increases in health and wellbeing, which the study aims to improve. The Researcher(s) have observed that this community has a low consumption as their baseline. The Committee accepted this clarification and noted it was therefore a health research intervention study which must meet the National Ethics Advisory Committee Ethical Guidelines for Intervention studies. The Committee suggested having some health outcome measures to support the hypothesis. 
5. The Committee asked how consumption is measured as a study output, noting it appeared that researchers were removing food from the home each week. 
6. The Researcher(s) explained they are weighing the food at delivery and at end. When the researchers pick-up what is leftover they deliver the new food, to avoid families having food taken away from them and being left with no food. 
7. The Committee noted that it was unethical to remove food from people who had paid for it. The Researcher(s) explained that the group who are paying for the food – the measure is different, as they are not taking food away from people who are paying. The Committee stated this created methodological issues, as the outcome measures between the arms were different. This confounds the results. 
8. The Committee suggest weighing or taking a photo and not removing the food, as much of the food will keep longer than a week, and this population is already in need of more fruit and vegetables. If there are ways to conduct the study that address the study question that involve more benefits for the participant’s then researchers have an obligation to enact them, in order to reduce risks and increase benefits.  
9. The Committee asked if it is ethical for anyone to be asked to pay to be part of a research study. The Researcher(s) responded that they are not forcing anyone to participate, participation is voluntary.  The Committee responded saying participants are still paying to be in the study, in order to answer the research question people are paying the researchers. The Researcher(s) responded that some participants needed to pay in order to replicate real world settings. The Committee responded that the study would not generate useful data if the study was supposed to reflect real world settings with one arm receiving free and delivered fruit and vegetables, which was entirely unrealistic, and one arm received cheaper fruit and vegetables, which may also be unrealistic. The Researcher(s) stated that they are researching whether establishing a fruit and vegetable co-opt is effective, not the free fruit and vegetables. The Committee responded that by that logic people should be able to participate in the co-opt without being in the study. The Researcher(s) stated they cannot provide food to people not in the study. 
10. The Committee noted participants are being involved by putting time and effort into this study. The Researcher(s) argued still good benefit in the pay group, food is both delivered and is better value. The Committee noted there may be some benefit, but it was the Committees role to maximise benefits and reduce risks for participants, so some benefit is not adequate if there can be more, and still answer the study question. 
11. The Committee indicated that one of the research questions driving the project was not very scientifically sound, explaining that if one asked whether offering free, delivered, fruit and vegetables to a home whether it would increase the consumption, the answer does not require a randomised controlled trial to know. The Researcher(s) stated they do not know if offering free and delivered food results in increased consumption. 
12. The Committee asked how are researchers will prevent participants signing up for this is the hope that they are randomised to the free side, and then pulling out as soon as they discover they are not. The Researcher(s) noted they have prepared for a high drop out.
13. The Committee asked how the consent of the whole family is being managed, querying if is there just one consent per family. The Committee noted consent seems to come after some data has been collected through the screening questions - some of these people will not be included in the study, please explain what will happen to this data.
14. The Committee asked that a protocol is put in place. The process for the study must be matured – a written manual to delivery workshops, for example. 
15. The Committee asked if wananga will be delivered to people without the free food, to see if education results in difference, and those who do not get wangana, will receive some information. The Researcher(s) explained the different arms of the study. 
16. The Committee explained other studies involving cooking with the families opposed to just dropping food off. The Researcher(s) noted education wangana focus acknowledging it is important to marry both access and education. 
17. The Researcher(s) explained food voucher studies have occurred. 
18. Please clarify what "assistance with setting up a" vegie patch means. This needs to be clearer in terms of the protocol and for participants. 
19. Provide a detailed frame work for the wananga. 
20. The Committee noted that they have concerns around the methodology of the study – in particular the research question, and how the study will produce meaningful data to answer it. This relates to the multiple confounders present in the design, including different outcome measures for each arm, a lack of control around whether weight translates to consumption, no apparent consideration of who is consuming the food or whether it is being consumed, a lack of detail and structure to the education components. 
21. The Committee stated this design had not attempted to maximise benefits for participants, noting they should get something out of being participates, particularly if they are having to pay, and that the researchers needed to demonstrate why they cannot answer this question in a way that avoids participants having to pay, noting the HRC grant means funding is available. 
22. The Committee requested evidence of the HRC peer review. 

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

23. The Committee noted it doesn't say anything about selection of household F & V "purchaser" and that they are consenting on behalf of the family. Does the same person go to the whananga? Please explain these processes more accurately. 
24. There is confusion about calling the serving packs $5 packs when they are free to 2 groups. Call them something different as in the Protocol.’

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· The study design should be the one best suited to answer the study question, while minimising harm, maximising benefit and meeting other ethical standards. (Ethical Guidelines for Intervention Studies para 5.4)
· Scientific soundness is ethically important. Projects without scientific merit needlessly expose participants to risk and misuse their time, and waste resources. (Ethical Guidelines for Intervention Studies para 5.5)
· Investigators should treat actual and potential study participants fairly, both in relation to one another and in relation to similarly placed non-participants. (Ethical Guidelines for Intervention Studies para 5.12)
· 
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	Ethics ref:  
	17/NTA/212 

	 
	Title: 
	The Vitamin C after Cardiac Surgery Study (VICCSS) 

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 October 2017 


 
Dr Paul Young was present by teleconference 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.

Mrs Stephanie Pollard declared a potential conflict of interest, and the Committee decided to it was not a conflict. 

Summary of Study

1. This is a pilot, randomised, double-blinded trial comparing high-dose intravenous Vitamin C 1500 mg, 6 hourly compared to placebo in the management of vasoplegic syndrome in patients admitted to the intensive care unit after cardiac surgery. 
2. Outcome measures: The primary outcome measure for this study is time from randomisation to cessation of vasopressor therapy (defined as four consecutive hours of vasopressor-free time). 
3. Secondary outcomes include: 1. Total dose of noradrenaline given in the first 48 hours following randomisation 2. Duration of intensive care unit admission 3. Mortality at ICU and hospital discharge.
4. All participants provide prospective consent. 

Summary of ethical issues (resolved)

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

5. The Researcher(s) confirmed it is routine go to intensive care post operatively. 
6. The Researcher(s) confirmed no additional data measures for this study. 
7. The Researcher(s) confirmed best intervention standard is met. 

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

8. The Committee asked what percent of consented potential participants will develop vasoplegic syndrome. The Researcher(s) anticipate one third to half. Please add a rough figure to the participant information sheet. 
9. The Researcher(s) explained when consent occurs. 
10. Make clear in the participant information sheet that all standard of care treatments are available for all participants, and that it is a standard of care plus study. 
11. Add length of vitamin c treatment.




Decision 

This application was approved with nonstandard conditions by consensus.
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	Ethics ref:  
	17/NTA/213 

	 
	Title: 
	Onyx ONE 

	 
	Principal Investigator: 
	Dr  Sanjeevan Pasupati 

	 
	Sponsor: 
	Medtronic Australasia Pty Ltd 

	 
	Clock Start Date: 
	05 October 2017 


 
Dr Sanjeevan Pasupati was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of study

1. This study will evaluate the clinical safety and effectiveness of the Resolute Onyx stent in subjects deemed at high risk for bleeding and/or medically unsuitable for more than 1 month DAPT treatment receiving reduced duration (1 month) of DAPT following stent implantation.

Summary of ethical issues (resolved)

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

2. The Committee queried if both stents are used in New Zealand. The Researcher(s) confirmed they were, and were both approved by Medsafe.
3. The Researcher(s) confirmed standard of care support treatments are reflected in the study. 
4. R.2.4 – identified data stored for the study. The Committee ask why stored in an identifiable form? Are these source documents? Please confirm identifiable data stored only on site, and do not leave the site. The Researcher(s) confirmed source data would not leave the site.
5. The Researcher(s) confirmed consultation with Maori. 

Summary of ethical issues (outstanding)

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

6. Please submit insurance clarification, noting chapter 8 of the National Ethics Advisory Committee Ethics Guidelines for Intervention Studies. 
7. The Committee requested another peer review. The Researcher(s) stated they would submit an independent peer review. 
8. Please use Statistics New Zealand's ethnicity classifications when collecting ethnicity data to ensure the options available are suitable for New Zealand participants. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan) please state.
9. Please discuss recruitment, especially if participants are own patients. 
10. How will you differentiate the conversations about the heart surgery from conversations about the trial. Will people have sufficient time to reflect, seek advice etc? Please address in a cover letter.

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

11. The Committee noted Participant Information Sheet seems a bit unbalanced, onyx is marketed better than biofreedom. Suggest balancing the information. The Researcher(s) agreed.
12. Provide space for site logo and header 
13. Remove reference to legally authorized representative (p.1) 
14. Please be a bit clearer about what the study actually is about - is it a comparative of stents, or a trial of shorter DAPT, or both. 
15. Please be clear about what standard of care actually is, and what is different in the study.
16. Replace "all countries" with specific advice concerning the status of the products in New Zealand;.
17. Note that withdrawing permission to use data doesn't have to be in writing, please change this to 'notify study doctor'.
18. Include Maori and HDC Advocates contact details; 
19. Please clarify that all blood tests are being done as part of standard of care; if they are extra and for the purposes of the research provide more details bout risks, storage, location, purposes, and cultural issues. 
20. In the consent form it appears that advising patients GP of participation is optional – consider if for this study it should be mandatory. 
21. Make it clear withdrawing means cannot remove the stent but have option of removing data, if it is not already analysed. 
22. Use term GP rather than personal physician. 
23. Add more information on risks.

Decision 

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

· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Provide further information on the recruitment process (Ethical Guidelines for Intervention Studies para 6.2)

This following information will be reviewed, and a final decision made on the application, by Mrs Stephanie Pollard and Mrs Kate O’Connor. 



	 12  
	Ethics ref:  
	17/NTA/214 

	 
	Title: 
	A Study to Assess the Safety, Tolerability, Pharmacokinetics, and Pharmacodynamics of ACH-0145228 in Healthy Volunteers 

	 
	Principal Investigator: 
	Dr Paul Hamilton 

	 
	Sponsor: 
	Clinical Network Services Ltd 

	 
	Clock Start Date: 
	05 October 2017 


 
Dr Paul Hamilton was present by teleconference 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. ACH-0145228 is a new orally (by mouth) administered complement factor D (fD) inhibitor being developed by Achillion Pharmaceuticals Inc. for the treatment of complement mediated diseases. Many diseases are associated with inefficient control of complement or too much activity of the complement system. This study will help determine the correct dose, whether this medication has any side-effects and how effective it is at controlling the complement system.
2. A total of 28 subjects (18 active, 10 placebo) are planned for three treatment groups. Each healthy volunteer will receive a single dose of ACH-0145228 or placebo. Subjects will remain inpatient from Day -1 to Day 4 with telephone calls on Day 5 and 6, and follow up visits (days 7, 14 and 28). The total duration of participation for each of these subjects will be approximately 28 days, not including screening.

Summary of ethical issues (resolved)

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

3. The Researcher(s) explained preclinical trials on animals (dogs), which led to the dosing plan in this study, noting the dosing would be impacted by each step of dosing in humans. 
4. The Researcher(s) explained there was a wide safety margin from the preclinical / animal testing. 
5. The Researcher(s) explained that this is a single dose, with a very short half-life predicted, similar to other compounds. 
6. The Researcher(s) noted the risk of meningococcal infection, and explained a few factors implemented to reduce this risk, for example exclusion criteria recruiting outside common age group for that disease, excluding people with a history of meningococcal, constant monitoring and 4 day admission.   
7. The Researcher(s) explained the study trial design (adaptive). 
8. The Committee noted that If doses change from the protocol then the researcher should submit the altered doses through an amendment.
9. Page 10 – reporting symptoms, bold this. 
10. The Researcher(s) explained the reimbursement for the study. 
11. The Committee asked for explanation of the safety review to determine escalations of dose. The Researcher(s) explained that the CI, sub investigator, clinical monitor (and sponsor will review data review between protocol stages. The Committee noted that an amendment is required to unlock the next phases of the study, this amendment should include the memo that outlines safety data and resulting confirmation of dose. 
Summary of ethical issues (outstanding)

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

12. No need to withdraw in writing (consent form).

Decision 

This application was approved by consensus.




General business

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


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

	Meeting date:
	21 November 2017, 01:00 PM

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



	The following members tendered apologies for this meeting.

3. Problem with Last Minutes

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

The meeting closed at 6.40pm.
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