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		Minutes



	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	03 November 2020

	Meeting venue:
	Zoom – join with: https://mohnz.zoom.us/j/8712831011 or meeting ID: 871 283 1011



	Time
	Item of business

	12:00pm
	Welcome

	12:30pm
	Confirmation of minutes of meeting of 06 October 2020

	12:55pm
	New applications (see over for details)

	12:30 – 1:55
12:55 – 1:20
1:20 – 1:45
1:45 – 2:10
2:20 – 2:45

2:55 – 3:20
3:20 – 3:45
3:45 – 4:10

4:20 – 4:45
4:45 – 5:10
5:10 – 5:35
	  i 20/NTB/284
  ii 20/NTB/267
  ii 20/NTB/268
  iv 20/NTB/269
  v 20/NTB/270
[10 minute break]
  vi 20/NTB/283
  vii 20/NTB/276
  viii 20/NTB/279
  [10 minute break]
  ix 20/NTB/280
  x 20/NTB/281
  xi 20/NTB/274

	5:35pm
	General business:
Noting section

	5:40pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	[bookmark: _Hlk55902751]Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2015 
	01/07/2018 
	Present 

	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) 
	19/03/2019 
	19/03/2022 
	Apologies 

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

	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 
	Apologies 

	Ms Catherine Garvey 
	Lay (the law) 
	 Co-opted
	 
	Present 


 

Welcome
 
The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Dr Nora Lynch, Mrs Leesa Russell, and Ms Susan Sherrard.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Ms Catherine Garvey confirmed her eligibility, and was co-opted by the Chair as a member 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 6 October 2020 were confirmed.





New applications 

	 1  
	Ethics ref:  
	20/NTB/284 

	 
	Title: 
	ALN-HSD-001: A study assessing single doses of ALN-HSD, in healthy adults. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	IQVIA / Alnylam Pharmaceuticals, Inc. 

	 
	Clock Start Date: 
	22 October 2020 


 
Dr Chris Wynne was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This application is for Part A only. Part A is a first-in-human study to evaluate the safety, tolerability, pharmacokinetics, and pharmacodynamics of single ascending doses of ALNHSD, administered subcutaneously in healthy adult participants. 12 participants will be involved in NZ, out of 168 worldwide. 
2. The study includes the option to consent for future unspecified research (blood and urine, including optional genetics). 
3. CCST will be involved as a site in the event that the study cannot operate in the UK due to restrictions related to the coronavirus pandemic.

Summary of resolved ethical issues 

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

4. It was clarified that the study is already underway overseas, so any participant recruited in NZ would not be the first to receive the medication.
5. The Committee asked about the risk of injury to the eyes. The Researcher explained that re-analysis since that finding has shown that injuries to the eyes of those who took ALNHSD is unlikely to have been caused by that drug.
6. The Committee enquired as to the mechanism by which the drug affects the liver. The Researcher explained that the drug will specifically affect the liver, however a ligand is used as a way to get it into the liver.

Summary of outstanding ethical issues

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

7. Page 2: please add a very brief sentence explaining the mechanism of the study drug.
8. Please correct the HDEC advocacy email address.

Decision 

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

· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.



	 2  
	Ethics ref:  
	20/NTB/267 

	 
	Title: 
	A Phase III double-blind study to assess safety and efficacy of an RSV Maternal unadjuvanted vaccine, in pregnant women and infants born to vaccinated mothers  

	 
	Principal Investigator: 
	Dr Rebecca Griffith 

	 
	Sponsor: 
	GlaxoSmithKline 

	 
	Clock Start Date: 
	22 October 2020 


 
Dr Rebecca Griffith, Kim Diwa and Bree Stenton were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. GSK is testing a new vaccine for pregnant women with the aim to prevent RSV associated illnesses in babies. The goal of the study is to boost pregnant women’s naturally acquired immunity against RSV to increase the number of antibodies that get transferred to the foetus through the placenta. This is the second study involving this vaccine given to pregnant women (phase III). Only one dose of 120µg of the vaccine will be tested. This vaccine has been given safely to about 140 healthy pregnant women (about 70 given a 60µg dose and about 70 given a 120µg dose) and infants born to vaccinated mothers in a previous Phase II study. 
2. The study aims to find out if the vaccine for pregnant women can prevent how often babies get sick due to an RSV illness. It also aims to find out how often pregnant women visit a health care provider, to make sure the new vaccine is safe for pregnant women and their babies, to find out how well the vaccine can boost antibodies in pregnant women, if these are transferred to the baby and, if so, how long the antibodies stay in the babies’ blood. 
3. This is part of a global study, recruiting 10,000 subjects in 23 countries. Vaccinations will be year-round and will not be limited to seasonal enrolment. 300 participants will be involved in NZ.

Summary of resolved ethical issues 

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

4. The Committee noted the caution amongst some of the population about the risks of vaccines, and asked if the Researchers anticipated any recruitment difficulties. The Researchers stated that from previous experience conducting vaccine studies they have not found this to be a great barrier to recruitment.
5. The Committee asked whether a child might be included if one parent consented on their behalf, but the other parent did not support the child’s inclusion. The Researchers stated that if either of the parents did not wish their baby to be included, that wish would be respected.
6. The Committee asked if the Researchers are planning to conduct home-visits as part of the study. The Researchers explained that home visits will be conducted as needed, for cultural reasons. Safety and cultural protocols had been considered.
7. The Committee asked about the E-diaries, and if internet access was needed for that. The Researchers explained that the diary is used via a mobile device provided to participants, and pre-loaded with mobile data.
8. The Committee asked whether Karakia would be able to be performed on tissue at the time of disposal. The Researchers explained that they anticipate that all tissue will be used in the study and will therefore not need to be disposed of.
9. The Researchers confirmed that Māori consultation had been completed.

Summary of outstanding ethical issues

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

10. Action requested: The Committee asked for greater detail around the management of data in the New Zealand part of the study to be added either to the study protocol or to a separate data management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards. For guidance, please refer to the HDEC data management template (https://ethics.health.govt.nz/system/files/documents/pages/data-only-management-template-oct2020.docx).
11. Action requested: to the study advertisements, please add a footer or statement that the study has received ethical approval, and give the HDEC reference number.
12. Action requested: the Committee asked the researchers to ensure that the compensation refers to the baby in utero and once born.

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

13. Please make the reimbursement amounts clearer in the participant information sheet.
14. The Committee asked about the answer to F.3.1 in the application form, indicating that participants will have access to the study treatment after the study if it is proven effective. The Researchers clarified that standard of care would resume after the study - please make this clear in the PIS. 
15. Please check for New Zealand spelling.
16. The Committee asked about the level of discomfort participants might experience in having the nasal swab taken. The Researchers explained that it will be less uncomfortable than the COVID-19 nasal swab. Please add a statement to the PIS clarifying the degree of discomfort involved with these swabs.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Stephanie Pollard and Mr John Hancock.



	 3  
	Ethics ref:  
	20/NTB/268 

	 
	Title: 
	BP101 for HSDD 

	 
	Principal Investigator: 
	Dr Penelope Montgomery 

	 
	Sponsor: 
	Southern Star Research Pty Ltd 

	 
	Clock Start Date: 
	22 October 2020 


 
Tony Mann (the sponsor rep) and Dr Penelope Montgomery were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study is a phase II, multicentre, double-blind, randomised, placebo-controlled trial to demonstrate the efficacy and safety of BP101 in patients with hypoactive sexual desire disorder. The drug is made up of amino acids that bind to the GABA-A receptors in brain, and will be given to women with low desire (and who are distressed about this). 
2. The study will involve a 4 week screening period with diary, followed by administration of BP101 via intranasal spray (one of 3 dose groups) or placebo, once per day for 4 weeks. Diary entries will also be recorded during the dosing period, and for the next 8 weeks afterwards. 
3. There will be 60 participants in NZ (of 476 globally). The study also involves sending blood and urine overseas, but samples will not be stored for future unspecified research. 

Summary of resolved ethical issues 

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

4. The Committee queried what oversight there will be for the study and what stopping rules will be applied. The Researchers explained that, due to the short running time of the study, no interim analysis is planned. Adverse events will be reported to the CI, and serious adverse events will be reported to the Sponsor.
5. The Committee asked if the recruitment agency will be used in New Zealand. The Researchers confirmed this, and explained that due to the rare nature of the disease, recruitment via social media was necessary. They also explained that the recruitment agency had been used in previous studies in New Zealand. 
6. The Committee asked whether it is appropriate for it to be optional for participants’ GPs to be notified, given the risks associated with the study. The Researcher stated that the sensitivity of the study could mean that some participants would prefer not to discuss it with their doctors, and noted that the PIS strongly recommends that the participant’s GP be notified. The Committee agreed to keep this option.
7. 

Summary of outstanding ethical issues

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

8. The Committee queried why only heterosexual women are being included in the study, and noted the ethical issue of discrimination. The Sponsor explained that the study design is mirroring a trial conducted in Russia, and has adopted the same inclusion criteria. The Committee stated that without greater justification this criterion was discriminatory. (standards: page 21/22 (para 9.9))
Action requested: please amend the inclusion/exclusion criteria so as to include women of all sexual orientations.
9. The Committee queried the requirement for participants to be in stable relationships. The Sponsor explained that they want to focus on hypoactive sexual desire disorder that is affecting relationships, and therefore are only including those women who are in relationships. The underlying justification for this is to reduce the number of variables so that a clear effect can be tested for.
Action requested: please describe the above more fulsomely in the PIS.
10. The Committee asked how the recruitment agency will identify and enrol participants into the study. The Researchers explained that participants will be contacted via social media and asked about their interest in the study. If interested, they will then be asked some major screening questions before being referred to a local study site. The Committee noted that the recruitment agency will be retaining personal information for future use in research.
Action requested: please make clear in the PIS what information will be collected and retained by the recruitment agency. Please make clear that their information will be collected and/or retained by non-study staff, and if it may be shared for use in future research.
11. Please expand on the information in the data management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards. For guidance, please refer to the HDEC data management template (https://ethics.health.govt.nz/system/files/documents/pages/data-only-management-template-oct2020.docx).

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
12. Please add the sponsor’s address.
13. Please add greater detail about the appropriate methods of contraception, and refer to the HDEC template (https://ethics.health.govt.nz/system/files/documents/pages/participant-information-sheet-consent-form-template-reproductive-risks-17apr20.docx). 
14. Pregnant partner: please describe what information would be collected in the event of pregnancy and for how long.
15. Please clarify that the screening visit will involve an interview rather than a genital exam.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Jane Wylie and Ms Catherine Garvey.


	 4  
	Ethics ref:  
	20/NTB/269 

	 
	Title: 
	Alleviate-HF-2 Study 

	 
	Principal Investigator: 
	Assoc. Prof. Gerard Thomas Wilkins 

	 
	Sponsor: 
	Alleviant Medical, Inc. 

	 
	Clock Start Date: 
	22 October 2020 


 
Assoc. Prof. Gerard Thomas Wilkins was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study is an evaluation of the safety and effectiveness of a percutaneously created interatrial shunt to alleviate heart failure symptoms in patients with chronic heart failure and preserved or mid-range ejection fraction. A small inter-atrial shunt from the right to the left atrium in the heart will be created through the implantation of a medical device (Alleviant) which removes approximately 7mm diameter of tissue using radiofrequency energy in connection with a radio frequency generator, and no implant is left behind. 
2. 6 participants will be recruited in NZ out of 30 worldwide. To be included in the study, patients will need to be currently taking optimal medicine therapy but still not doing well. 
3. The study further involves an exercise test at 30 days (which is the primary endpoint), follow-up until 12 months, and tissue from the shunt stored for FUR in the Heart Bank (Otago). 

Summary of resolved ethical issues 

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

4. The Committee asked if there was any new information regarding the 5-10 patients who have already received the device in Georgia. The Researchers explained that no issues had been identified from those sites, and stated that this is unsurprising given the similarity of this procedures to other procedures which are standard of care.
5. The Committee asked if the Researchers were confident in their abilities to perform the procedure. The Researchers explained that the procedure is similar to their standard structural cardiology practice of removing holes, only in reverse.
6. The Committee asked if there could be any sealing or bleeding issues with the creation of the hole, given that many of the participants will be on dual anti-platelet therapy. The Researchers explained that the foramen ovale is pretty a-vascular and has little arterial supply, so bleeding should not be expected. Furthermore, bleeding would not be a significant issue as that would occur into the chamber which is already full of blood.
7. The Committee asked what would happen in the event of self-closure of the tissue. The Researchers explained that the study procedure would simply be repeated (if it appears to be effective) to re-create the intraarterial shunt.


Summary of outstanding ethical issues

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

8. The Committee noted for future reference that question a.1.6. of the application form should note the ethical issues that relate to first in human trials.
9. Action requested: please provide evidence of scientific peer review from an independent reviewer. 
10. The Committee asked if the Otago Tissue Bank has its own PIS/CF. The Researchers confirmed that it does, which has received HDEC approval through a separate HDEC application, and has been updated over the years through several amendments. 
Further information requested: please upload that PIS/CF to be uploaded for approval as part of this HDEC application.

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

11. If any new information is received regarding the participants already recruited overseas, please add this to the form on page 2.
12. page 6: please adjust the wording so as to state that the procedure “may” improve the participant’s condition.
13. Page 8: please cross-reference the biorepository donation.
14. Consent form: please remove the section for a witness signature.
15. Withdrawal form: please amend the title to “optional withdrawal form”
16. Section 14: please remove the reference to stopping the trial for commercial interests.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made 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 Mrs Jane Wylie.


	 5  
	Ethics ref:  
	20/NTB/270 

	 
	Title: 
	MiBio-EB 

	 
	Principal Investigator: 
	Dr Matthew Malone 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	22 October 2020 


 
No member of the research team was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Epidermolysis bullosa (EB) is a rare genetic skin and mucous membrane blistering disease. It can lead to chronic wounds that become infected which have a 50-fold increased incidence of cutaneous squamous cell carcinoma. There is a gap within the evidence base in determining the causative bacteria and infective process behind potential EB infections, and in determining any host-microbe interactions.
2. This study looks at the role of the microbiome and biofilms in EB wounds. Tissue biopsies will be collected from EB wounds, including from children. The samples will be analysed to determine the bacteria in the wound, which will be compared to gut microbiome. 
3. Five participants will be recruited in NZ. Samples will involve those from the biopsy of the wound, and from stool. 

Summary of outstanding ethical issues

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

4. Action requested: Please provide evidence of favourable independent peer review of the study protocol. This should include comments by the reviewer on the scientific merits of the study (National Ethics Standards para 9.25 – 9.32).
5. Further information requested: Please clarify what age group the PIS is appropriate for. It is likely that more than one assent form is needed for different ages – please refer to the HDEC assent form templates for guidance (National Ethics Standards para 6.27).
6. Further information requested: The incorrect answer was given to question P.1.2 of the application form, causing other questions about non-consenting participants to not be generated. This is because children provide assent, rather than consent. Please answer the following:
a) P.1.3 Please indicate the groups to which non-consenting participants in your study belong, and provide brief details.
b) children and young people (under the age of 16) who are not competent to give informed consent
c) unconscious adults
d) adults with serious mental illness
e) adults with serious intellectual disability
f) other
g) p.1.4. Please briefly explain why it is appropriate that your study involve non-consenting participants.
h) p.1.5. Will you seek the informed consent of parents, guardians, relatives or other persons who are able to advise on the presumed wishes of non-consenting participants? (Yes/No – if yes, please explain how; if no, please explain why not).
i) p.1.6. What steps will you take to provide non-consenting participants with information about the study, and to consider their wishes and feelings about participating?
j) p.1.7. Is it possible that non-consenting participants’ ability to give informed consent could change during your study? (Yes/No)
k) p.1.8. Will any participants in your study have given their prior informed consent to participate?
7. Action requested: Please identify the sponsor for the study (Standard Operating Procedures for HDECs para 38).
8. Action requested: Please identify a New Zealand-based coordinating investigator (CI).
9. [bookmark: _Hlk55822937]Further information requested: The Committee asked for greater detail around the management of data in the New Zealand part of the study to be added either to the study protocol or to a separate data management plan. This should meet those requirements set out in para 12.15 of the National Ethics Standards (and note that health data must be stored for 10 years). For guidance, please refer to the HDEC tissue and data management template (https://ethics.health.govt.nz/system/files/documents/pages/hdec-data-tissue-management-template-oct2020.docx).
10. The Committee noted that Māori participants may be included in the study, and the cultural issue for Māori of sending tissue overseas.
Action requested: please provide evidence of formal Māori consultation for those aspects of the study conducted in New Zealand (National Ethics Standards para 3.3).

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
11. Please make clear in each PIS that tissue samples will be sent to Australia.
12. Childs assent form:
· Please title as ‘assent form’ (not consent form). 
· Add a statement that the child can choose not to take part and that no one will mind. 
· Please state that samples will be sent to Australia. 
· Please add a very simple assent form for a younger age group. Typically, researchers will have different versions for children aged 7-11 and 12-15.
13. Each PIS: on the front page header, please indicate the sponsor and give the sponsor’s address. 
14. Main PIS: 
· please add cultural statement regarding the use of tissue. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau 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 prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
· Identify whether there is the option for karakia when tissue is disposed of. 
· Please identify a Māori health contact and provide their contact details.

Decision 

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

	  6  
	Ethics ref:  
	20/NTB/283 

	 
	Title: 
	Improving outcome in paediatric kidney transplant patients 

	 
	Principal Investigator: 
	Dr Chanel Prestidge 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	22 October 2020 


 
Dr Chanel Prestidge was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study aims to use cutting edge molecular techniques to examine in greater detail immunological compatibility (differences in HLA genes, antigens and epitopes) between parental kidney donors and patients, and determine how these differences affect the risks of adverse allograft outcomes (e.g. differences between donations from the mother and the father. Tissue typing compatibility will be determined between historical donors and recipients. 
2. 60 participants will be involved in NZ out of 520 in 4 countries. 
3. In addition to standard of care the study will involve an extra blood test, and the storage if kidney biopsies and previous blood samples at the NZBS. 

Summary of resolved ethical issues 

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

4. It was clarified that only consenting patients will be included (deceased donors and recipients will not be included), due to difficulties in recruiting the families of deceased donors. The Researcher acknowledged that this could introduce bias into the data, as the more recent cohort won’t have had as much time for a bad outcome to be detected. A total of 30 pairs of donors and recipients will be included.
5. The Committee asked if any information analysed in the study might produce any actionable results. The Researcher confirmed that no incidental findings are expected, as the study does not involve any additional testing.
6. The Committee enquired about the age of the kidney recipients. The Researcher clarified that participants from three years old may be included. 
7. The Committee noted the very simple language in the PIS for children of 8-13 years old. The Researcher explained that, due to the cognitive impairment of many children with this condition, simple language was preferred to ensure their understanding.
8. The Committee asked about the likely purpose of future research on tissue donated in this study, and the Researcher confirmed that the tissue will be kept at the Auckland blood service, and would likely be for the same indication although due to the development of new technologies they would like to keep that consent open.
9. The Committee asked about the level of identifiability of information sent to the central site. The Researcher explained that the information would be de-identified and linked with a code.
10. The Committee asked if there might be any at-home visits. The Researcher explained that at-home visits for collecting blood samples would be offered as an option if participants desired it. It was confirmed that there is a safety/cultural protocol for conducting those visits, which will be informed by Māori consultation in conjunction with locality review.

Summary of outstanding ethical issues

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

11. It was clarified that eligible patients will be invited onto the study via a letter delivered in the mail. If they are interested, the Researchers will contact patients via a phone call and the PIS/CF will be sent via email, and then discussed via a video call consenting process.
Further information requested: please upload the invitation letter. 
12. The Committee asked for further information about the intended use of tissue samples in future unspecified research. The Committee suggested that consent for future unspecified research should be sought in tandem with the present study.
Action required: please create and upload a future unspecified research PIS.
13. Action required: the Committee asked for information about the management of data and tissue specifically relating to the New Zealand part of the study in a separate tissue and data management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards. For guidance, please refer to the HDEC tissue and data management template (https://ethics.health.govt.nz/system/files/documents/pages/hdec-data-tissue-management-template-oct2020.docx)

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

14. Please make clear in all information sheets that participation will require consent from both the parent and child (donor and recipient).
15. PIS children 13-17: please amend this PIS to be for children of 13-15 years.
16. Please add greater information to all PISs about how information will be linked, and how information and tissue will be shared with third parties. Please state with whom it will be shared, in the case of tissue where it will go, and that a separate form will be supplied for future unspecified research.
17. Please add a cultural statement relating to the sharing of tissue for future unspecified research. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau 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 prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
18. Younger child PIS: please make clear that the they may say “no” even if the parent says “yes” (the statement in the older child PIS is fine).
19. On the front-page header, please change “funder” to “sponsor”, and add the sponsor’s address.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.

[bookmark: _Hlk55902710]After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Kate O'Connor and Mrs Jane Wylie.


	 7  
	Ethics ref:  
	20/NTB/276 

	 
	Title: 
	Rainbow Young People Census  

	 
	Principal Investigator: 
	Dr John Fenaughty 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	22 October 2020 


 
Dr John Fenaughty and Alex Ker were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. [bookmark: _Hlk55395652]The study involves an anonymous survey of rainbow youth aged 14-26. Consent is implied by participants filling in the survey, and all participants from 14 years of age are considered to be able to consent for themselves, given the anonymity of the survey and the fact that seeking parental consent could force them reveal their gender identity or sexuality to their parents. 
2. Participants will receive emails for study updates and there is a small optional koha is at the end. There is an optional consent to share the data with a trans-led study at Waikato. Sensitive questions are signalled and can be skipped, and help text is embedded in the survey. Participants can generate a code in order to compare responses to a future survey (still anonymous). 

Summary of resolved ethical issues 

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

3. The Committee congratulated the Researchers on creating an anonymous survey involving sensitive questions about mental health that successfully integrated the elements needed to mitigate most of the ethical issues involved in such a questionnaire.
4. The Committee asked about how long data collected in the study would be retained for, and the Researchers explained that they will be seeking to retain data indefinitely. 

Summary of outstanding ethical issues

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

5. The Committee stated that, as the funder for the study, Auckland University should be considered as the study sponsor.
Action requested: please add the sponsor logo to each PIS and recruitment advertisements.

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

6. Please insert the PIS in full on the front screen of the survey, such that participants are required to scroll through the information before beginning the survey.
7. Please add Māori health/cultural support contact details.
8. Please add a warning statement that if the participant starts the survey but does not complete it, their information may be accessible to someone else who uses their device, and that if the survey is not completed their information will be submitted after the survey close-date.
9. Please clarify that data will be stored indefinitely.

Decision 

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

· Please address all outstanding ethical issues raised by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.



	 8  
	Ethics ref:  
	20/NTB/279 

	 
	Title: 
	BO42533 Atezolizumab + tiragolumab vs atezolizumab + placebo as 1st line treatment for people with squamous cell carcinoma of the head and neck. 

	 
	Principal Investigator: 
	Dr Richard North 

	 
	Sponsor: 
	ROCHE PRODUCTS NEW ZEALAND LTD 

	 
	Clock Start Date: 
	22 October 2020 


 
Dr Richard North was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study will evaluate BO42533 Atezolizumab + tiragolumab vs atezolizumab + placebo as first line treatment for people with squamous cell carcinoma of the head and neck. Participants will be allocated in a 2:1 ratio to receive either atezolizumab + tiragolumab (Arm A) or atezolizumab + placebo (Arm B). 
2. 12 participants will be involved in NZ. 
3. Participants can stay on the treatment infusions after the study as long as clinical benefit. The assay used for eligibility is also not approved yet in NZ. 

Summary of resolved ethical issues 

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

4. It was clarified that the study drugs involved in the study, with the exception of tiragolumab, are available in New Zealand, but are not funded. The particular combination being tested, however, is not standard of care. The Committee asked how the Researchers would take care regarding the vulnerability of the participants, given the lack of good funded treatments available as part of standard of care. The Researchers stated that they will emphasize to interested individuals the voluntary nature of the trial, that the standard treatment they receive will not be affected by whether or not they take part.
5. It was confirmed that scientific review will be provided by SCOTT.
6. The Committee asked if it is common to continue treatment after observing an increased tumour burden. The Researcher explained that pseudo-progression is common in immunotherapy, and as a result the symptoms are assessed carefully.
7. The Committee asked how questionnaires would be administered and completed. The Researchers explained that the questionnaires will be administered via a tablet computer and completed by the participants. The data from the questionnaires will be reviewed by the Research team regularly and any results of concern will be followed up on.
8. The Committee asked how participants who do not have English as a first language could be aided in completing the questionnaires. The Researchers stated that interpreters would be arranged for such participants to aid in that process.
9. The Committee asked if there was any data about the incidence of this type of cancer in Māori. The Researchers were not aware of any data specifically on that question, but stated that they expect it would be more prevalent in Māori. For future applications, question p.4.3.1 should include that information.

Summary of outstanding ethical issues

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

10. The Committee stated that the response to question p.4.3.1 of the application form, concerning the requirement for Māori consultation, was inappropriate and offensive to Māori. The Researchers clarified that this was an error and not intended, as the answer was copied and pasted from another question. It was further clarified that formal Māori consultation had not been undertaken.
Action requested: please provide evidence of formal Māori consultation.
11. Action requested: The Committee asked for greater detail around the management of tissue and data in the New Zealand part of the study to be added either to the study protocol or to a separate tissue and data management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards, and should acknowledge Māori data and tissue as a Taonga. For guidance, please refer to the HDEC tissue and data management template (https://ethics.health.govt.nz/system/files/documents/pages/hdec-data-tissue-management-template-oct2020.docx)

The Committee requested the following changes to the Participant Information Sheet and Consent Form. These refer to the main PIS/CF unless otherwise specified: 

12. Please state that there may be a slight increase in radiation exposure by taking part in this study.
13. Please state that participants will be provided with a tablet to complete the questionnaires.
14. Please amend the pre-screening PIS to state that there is an option for tissue collected to be donated for use in future unspecified research. Other information about that future unspecified use should be kept in the future research PIS.
15. Page 21: please amend the suggestion to consult a kaumatua to “consult with someone you trust”.
16. Please add the address of the sponsor to the front-page header.
17. Page 6 table: please define ECOG status and add questionnaire completion. Under the follow up, please amend 'anti-cancer treatment' to asking about treatments received.
18. Page 7: please clarify that participants should not participate in another trial of a medicine.
19. Page 8: please remove the statement “you will have to pay for medicines...doctors services that are part of regular care". 
20. Page 11: please change the percentages to full numbers (e.g. 10 people in 100).
21. Consent form: please remove the option for the participants’ GP to be informed about their involvement in the study.
22. Please state whether there will be the option for a karakia before the disposal of tissue sent overseas.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.
After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Stephanie Pollard and Miss Tangihaere Macfarlane.


	 9  
	Ethics ref:  
	20/NTB/280 

	 
	Title: 
	Implementing high intensity interval training in school 

	 
	Principal Investigator: 
	Associate Professor Nigel Harris 

	 
	Sponsor: 
	AUT 

	 
	Clock Start Date: 
	22 October 2020 


 
Associate Professor Nigel Harris and Jacqui Pratt was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study will compare schools randomized to regular PE or high intensity interval training (HIIT) delivered by the teacher, with fitness and strength assessments, plus focus groups if in a HIIT school. 
2. 850 children aged 9 to 12 years, 14 schools, beginning in 2021 (Terms 2 & 3). A wait-list design will be used (schools getting regular PE will be assigned the HIIT in 2022). Those children not participating will still do the HIIT with their class, but will not take the assessments.

Summary of resolved ethical issues 

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

3. The Committee asked how the heart rate monitor will be displayed. The Researchers explained that each person’s number will be displayed on a large screen, although only the student will know their number (unless they share it with their peers). The Committee asked if this could create competition between peers. The Researchers explained that, from their experience, those students who are competitive will compare numbers and compete with each other, but those who are not competitively inclined will tend to work on their own.
4. The Committee asked if schools will continue to be able to use the heart rate monitors after the end of the study. The Researchers explained that many schools will ask to keep the monitors, and will be able to keep a few which will be shared between classes. The Researchers will also explain how to check one’s heart rate without the heart rate monitors.
5. The Committee asked for clarification about how participants will be randomised. The Researcher explained that all students will want to have a heart monitor, so they will provide heart monitors to all students, but will only collect data from the consented participants.
6. For future reference, the Committee stated that in explaining how Māori may benefit from the study it is inappropriate to invoke the Treaty of Waitangi, as equal participation is a right.
7. It was clarified that cultural consultation is being undertaken.


Summary of outstanding ethical issues

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

8. The Committee asked about the randomly-selected observation. The Researchers explained that an observer will attend some sessions and observe behaviour after HIIT sessions to see the impact of that activity on their behaviour. 
Action requested: Please state in each PIS how long the random observations might occur for after the HIIT sessions.
9. The Committee asked about the purpose of the depression scale. The Researchers explained that there is evidence of a relationship between exercise and mental wellbeing, and the questionnaire will allow them to investigate the impact of HIIT training on well-being for high school students. If concerning findings arise, the student’s parents will be informed, and students are also informed in the PIS that they should contact a counsellor if they have a high score. The Committee noted that some children may not wish their parents to be informed about their results, and questioned if any alternative scale that was a proxy for wellbeing was available
Action requested: 
· Please add referral information to the questionnaires (e.g. youthline), and add a referral pathway to the protocol for strongly concerning results. 
· PIS for children: please amend to make clear from the outset that the study will assess the impact of the HIIT training on their mental wellbeing as well as their fitness. 
· PIS for children: please state that parents may receive the study results of the depression scale if they wish, rather than providing them with the results of the depression scale by default.
· Please consider the appropriate pathway for clinically actionable results, either through the school or their parents, and consult about this with the schools. Please ensure that participants are fully informed of this in the PIS for children. 
10. Action requested: the Committee asked for greater detail around the management of data to be added either to the study protocol or to a separate data management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards. For guidance, please refer to the HDEC data management template (https://ethics.health.govt.nz/system/files/documents/pages/data-only-management-template-oct2020.docx) 

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

11. Please state that if the results from the questionnaires indicate very poor mental health, those findings will be referred to a school counsellor.
12. PIS for children: please explain the use of the accelerometer and the heart strap.
13. Please identify the sponsor and their address on the front-page header of each PIS.
14. Please amend the consent form for children, simplifying the language to make it more age-appropriate.
a) Page 2: under ‘who can take part in the study’, please distinguish clearly the requirements for the HIIT program from the requirements to participate in the research study.
b) Please add a statement about how to look after the accelerometer.
15. Please add information about ACC compensation to the parent PIS 

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr John Hancock and Mrs Jane Wylie.

	 10  
	Ethics ref:  
	20/NTB/281 

	 
	Title: 
	OP-1PC111-301: Phase III study of Pitavastatin and Ezetimibe in patients with Primary Hypercholesterolemia or Mixed Dyslipidemia 

	 
	Principal Investigator: 
	Dr Susan Smith 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 

	 
	Clock Start Date: 
	22 October 2020 


 
Michael Williams and Niklas Gemmell was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study aims to test whether the combination of Pitavastatin plus Ezetimibe (1PC111) is more effective than either treatment alone in lowering cholesterol in participants over the 12 week treatment period. The study will involve a 6-week single-blind placebo run-in period, a 12-week double-blind treatment period, and a 2-week follow-up period. 
2. 70 participants will be involved in NZ out of 294 globally. 

Summary of resolved ethical issues 

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

3. The Committee queried whether the study will be conducted in outpatient clinics. The Researchers explained that the study will be conducted through GPs, in private clinics or with patients from established clinical trial databases. The PIS will be the only recruitment material that will be used.
4. It was clarified that the study will be receiving scientific peer review from SCOTT.

Summary of outstanding ethical issues

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

5. The Committee asked about the ‘blinded’ washout period before participants are given the study medication, during which standard of care medication is withdrawn. The Researchers explained that there will be two groups of patients: those who are on medication already, and those who are eligible for treatment but not yet on any (statin naïve); and those who are on standard of care treatment will be monitored for 6 weeks until the effects of that treatment wear off. 
Action requested: please make clear in the PIS for group 2 participants that they will be without their standard of care treatment and the study treatment for 6 weeks, and describe any associated risks.
Please make clear in the PIS that there will be some participants who will have to stop receiving treatment but will still not be eligible for the study drug following the 6 week run in period.
6. The Committee noted the need for greater sensitivity in enrolling patients who are already known to the Researchers. Action requested: please ensure that patients are given enough time to consider and/or discuss the study with someone other than own clinician, and amend the protocol accordingly.
7. The Committee requested that participant information be de-identified with a code, rather than participants’ initials.

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

8. Please upload the pregnant partner and baby PIS.
9. Please state that participants cannot use an oral or patch contraceptive while taking this medication.
10. Please check the length of time that data will be stored for.
11. Tissue section: please explain how tissue will be used, stored and disposed of.
12. Consent form: please remove the option to inform the participant’s GP.
13. Please add a statement explaining whether there will be the opportunity for Karakia of tissue disposed of overseas.
14. Please add a statement that some participants may consider tissue as a Taonga.
15. Please add a Māori contact.
16. Page 5: please change "any other studies" to other studies involving new medicines.
17. Please review for lay language, e.g. 'monotherapy'.
18. Please add cultural statement regarding the use of tissue. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau 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 prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
19. Page 9 talks about 'genetic' info. Please move this to the tissue section.
20. Page 9: please clarify how long samples will be stored for, where, and whether there is the option for karakia (this is not consistent between the application form and the PIS). 
21. Consent form: please remove the option for the GP to be informed.
22. Please check the number of pages.
23. Page 4: please correct “three arms”.
24. Page 6: please add real numbers for the frequency of adverse events as well as the %.
 
Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.

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


	 11  
	Ethics ref:  
	20/NTB/274 

	 
	Title: 
	Disrupt PAD+ Study 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Shockwave Medical, Inc. 

	 
	Clock Start Date: 
	22 October 2020 


 
Associate Professor Andrew Holden and Hank Zhang was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a prospective, multi-centre, single-arm study of the Shockwave Medical M5+ Peripheral Intravascular Lithotripsy (IVL) System in treating calcified peripheral arteries. The device is a balloon with transmitters which break up the calcium, making the peripheral vasculature softer and more able to be stretched out with the balloon. This is an optimised device, with a larger balloon and greater blast power than in previous studies. 
2. 20 participants will be involved in NZ out of 40 in total. 
3. Shockwave lithioplasty is standard of care, however the device is novel. 

Summary of resolved ethical issues 

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

4. The Committee asked whether the calcium which is broken will enter the blood stream. The Researchers explained that the calcium stays inside the plaque, but is fragmented such that it is less rigid and more compliant.
5. For future studies, the Committee recommended that the Researchers refer to the data management section in the HDEC PIS/CF template.
6. It was confirmed that no additional training would be needed for the coordinating investigators on the study, due to their previous experience conducting similar studies.
7. The Committee asked if there was a significant chance of any incidental findings occurring during the study, which the Researchers stated is not anticipated.

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

8. Please add the sponsor’s address to the front-page header.
9. Please add a Māori contact.
10. Please correct the HDEC advocacy email 

Decision 

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

· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.



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:
	1 December 2020

	Meeting venue:
	Videoconference (Zoom)



	The following members tendered apologies for this meeting.

3. Review of 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 5:40pm.
	HDEC Minutes – Northern B Health and Disability Ethics Committee – 03 November 2020
	Page 1 of 3





	HDEC Minutes – Northern B Health and Disability Ethics Committee – 03 November 2020
	Page 2 of 3



image1.png
-

l and

. Disability
Ethics

g Committees




