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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	07 May 2019

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



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 2 April 2019

	12:30pm
	New applications (see over for details)

	12:30 – 12:55
1:20 – 1:45
1:45 – 2:10
2:10 – 2:35
2:35 – 3:00
3:00 – 3:25
3:25 – 3:50
3:50 – 4:15 
12:55 – 1:20
	i 19/NTB/71 (Stephanie/Maliaga)
iii 19/NTB/55 (Leesa/Tangihaere)
iv 19/NTB/60 (Nora/Kate)
v 19/NTB/58 (Stephanie/Susan)
vi 19/NTB/56 (Leesa/Maliaga)
vii 19/NTB/67 (Leesa/Kate)
viii 19/NTB/72 (Stephanie/Tangihaere)
viii 19/NTB/57 (Nora/John)
Review of approved studies (see over for details)
ii NTY/08/06/055 (Nora/John)

	3:15 – 4:25
	General business:
Noting section

	4:25
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Mrs Maliaga Erick 
	Lay (consumer/community perspectives) 
	01/07/2015 
	01/07/2018 
	Present 
	 

	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) 
	24/07/2015 
	24/07/2018 
	Present 
	 

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

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

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

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


 

Welcome
 

The Chair opened the meeting at 12:00pm and welcomed Committee members.

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 2 April were confirmed.



New applications 

	1  
	Ethics ref:  
	19/NTB/71 
	 

	 
	Title: 
	Nivolumab for prevention of recurrent Hepatocellular Carcinoma after Resection or Ablation. 
	 

	 
	Principal Investigator: 
	Prof Edward Gane 
	 

	 
	Sponsor: 
	Bristol-Myers Squibb Australia Pty Ltd 
	 

	 
	Clock Start Date: 
	25 April 2019 
	 



Prof Edward Gane and Ms Sarah Coates were 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. The purpose of this research project is to assess the safety, effectiveness and tolerability of the experimental treatment, nivolumab, as an adjuvant to tumour removal or ablation in participants with hepatocellular carcinoma (HCC). The effectiveness of this treatment will be compared with a placebo. Participants will undergo a number of procedures at different time points to determine if they have any responded to the treatment.

Summary of resolved ethical issues 

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

2. The Committee asked if the Researchers could qualify the radiation risk, i.e. how many CTs will be over the SOC. The Researchers explained that they had not yet decided whether the scan would be with a CT or an MRI scan, but that they would specify the risks in the Information Sheet once this is decided.

Summary of outstanding ethical issues

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

3. The Committee stated that identifiable data should not be sent overseas, and suggested that unique sample codes linked to participant identifiers be used instead. If identifiable data is to be sent overseas, it must be explicitly justified.

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

4. Please amend the “Who Will See Your Data” section on page 18, ensuring that only de-identified information or tissue will be sent overseas. Unique sample codes linked to participant identifiers may be used.
5. Remove the reference to using a finder in the section "if your study doctor cannot locate you' on page 6.
6. Revise the Privacy section limiting the list of parties who have access to identifiable data as currently this appears to be very extensive. Also specify any circumstance where the data could not be given a code prior to release. 
7. Revise the paragraph which relates to rights of correction. Participants can review records before study ends but the information provided here needs to be clearer that this will mean they can’t be involved in the study or they would need to be un-blinded.
8. Remove the references to follow-up after withdrawal from the study on page 19
9. Remove the qualifier “generally” from all information sheets.
10. Remove the requirement to withdraw consent in writing on page 18.
11. On page 15, the last bullet point of reasons why the sponsor may not accept the compensation claim lists “the injury was caused by Nivolumab”. Please remove this.
12. Amend the risks of side effects on page 8, change “greater than 1/100-1/10” to “1-10 people in 100”.
13. Add the name and address of the sponsor to the front-page header.


Decision 

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

· A protocol-specific insurance certificate.
· Please amend the information sheet and consent forms, 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 Mrs Kate O’Connor.


	 2  
	Ethics ref:  
	19/NTB/55 
	 

	 
	Title: 
	Cognitive Stimulation Therapy for Māori and Pasifika people with dementia.  
	 

	 
	Principal Investigator: 
	Dr Gary Cheung 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	25 April 2019 
	 


 
Dr Gary Cheung and Dr Kathy Peri were 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. Cognitive Stimulation Therapy (CST) is an evidence based non-pharmacological treatment currently available for people with a diagnosis of mild to moderate dementia. It was developed in the UK, and the CST manual has now been adapted for Maori and Pasifika people. This pilot study will involve running 2 CST groups for Maori people and 2 CST for Pasifika people with dementia.

Summary of resolved ethical issues 

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

2. The Committee queried whether the Maori and Pasifika manuals had been developed, and if so how they differ from the main manual. The Researcher explained that the manuals were still in development, and that the differences were to be explored with Maori and Pacific clinicians.
3. The Committee asked if some participants might have a reduced capacity for consent, and how their capacity would be assessed. The Researchers explained that they will have a cognitive assessment as well as an assessment by either Dementia Wellington (for Pacifica), or Alzheimer’s Whakatane (for Maori).
4. The Committee queried how the study might meet the best interests standard required for non-consenting participants, given that the program has not yet been developed. The Researchers clarified that CST itself is already running with Maori and Pacific people enrolled in it around the country, and that this study seeks to simply ensure that clinicians are culturally well-trained.  

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 there were too many loose ends to provide an approval – culturally-specific protocols need to be developed and submitted for an approval to be given.
6. It is culturally and ethically inappropriate to expect participants to come for so many visits and to devote so much time without some form of koha or remuneration. 
7. Please describe how you will manage the issue of whakama in conducting interviews in a group session, both for the participants and their next of kin.
8. The Committee did not accept the evidence of Maori consultation provided, as it related to a workshop and not the study directly.  Please also ensure that consultation for the Pacifica protocol involves all Pacific cultures.
9. The Committee questioned the independence of the Maori consultants as well as the peer reviewers, given their connection to the institutions at which interviews will be placed, and the proportion of funding which is being directed to those institutions.
10. The Committee noted the lack of a home-safety protocol as well as an on-site safety protocol.
11. The Committee requested information regarding how interviewers will be trained and what kind of questions they might be asking.
12. Please ensure that any questionnaires used are appropriate to the cultures involved in the research (e.g. appropriateness of terms such as ‘blue mood’).

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

13. The Committee requested that the Family View Form be amended, asking if it is the view of the family/whanau that participation is in accordance with the wishes of the relative, rather than if they would agree to participation.
14. The whanau/family consent form needs to make clear that it is not asking for consent on behalf of the participant. Please amend the form, so as to ask for the whanau/family to ascertain the wishes of the participant, rather than whether the participant would agree to consent. 
15. Please provide a caregiver consent form for those relatives who will be interviewed in the last session.
16. If data from this study might be used in the future for any other purposes, please describe this in the PIS.

Decision 

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

· To ensure that study protocols are sufficient to ensure appropriate conduct of the study and to cover the level of risk the study presents to participants, final versions of the protocols must be submitted (Ethical Guidelines for Intervention Studies para 5.4).
· It may be appropriate to offer payment or reimbursement to participants in recognition of time given, or to cover any expenses incurred (Ethical Guidelines for Intervention Studies para 6.34).
· Peer review should deliver an objective opinion. To ensure this, peer reviewers should be independent of the study (Ethical Guidelines for Intervention Studies Appendix 1).


	3  
	Ethics ref:  
	19/NTB/60 
	 

	 
	Title: 
	Shockwave TAVL FIM IV Study 
	 

	 
	Principal Investigator: 
	Dr  Mark Webster 
	 

	 
	Sponsor: 
	Shockwave Medical, Inc 
	 

	 
	Clock Start Date: 
	26 April 2019 
	 



Mrs Jan Burd 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 study is investigating the safety and feasibility of a new, minimally-invasive treatment for severe, calcified, symptomatic aortic stenosis. The investigative device is called the Shockwave Medical TAVL System and it uses lithotripsy technology to disrupt calcium in the calcified, stenotic aortic valve, restoring leaflet mobility, improving valve function and alleviating the acute symptoms of aortic stenosis.
2. The study will run for approximately 6-8 months of enrolment at 5 sites in Australia and New Zealand. Patients will undergo clinical follow-up at discharge or 7 days (whichever comes first), 30 days, 3, 6 and 12 months post procedure. The study aims to enrol up to 20 patients.

Summary of resolved ethical issues 

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

3. The Researchers’ answer to question P.4.2 on the application form indicated that there were no cultural issues involved in the study, however the Committee noted that blood being taken is a cultural issue as the body is Tapu for Māori. 

Summary of outstanding ethical issues

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

4. The Committee enquired as to whether only high-risk patients who are unsuitable for surgery will be approached and asked to participate, or if a wider group will be approached. The Researcher clarified that only high-risk, non-surgery patients will be approached in New Zealand. The Committee asked that this be specified in the protocol and PIS documents.
5. The Committee noted that the TAVL3 device failed to reduce transvalve gradient or improve valve area significantly by Day 30 in any of the study participants but this information is not disclosed in either the Investigation Brochure or the PISC for this study.
6. The Committee asked for the country where echocardiogram images will be sent be specified. The Researcher explained that the country is not yet known, but that this will be added once decided.
7. The Committee asked what training the clinician will receive before carrying out the procedure, and asked for some written description of the training.
8. The Committee stated that given the high risk of the study, participants should only be accepted into the study if they agree to have their GPs notified. The Researcher agreed to update the inclusion inclusion/criteria accordingly.

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

9. State that the reader is being asked to participate because they are a high-risk patient not suitable for aortic valve surgery.
10. Provide a clear statement on page 1 of the PIS that the study device has never been tested in humans before (you may move the bolded statement on page 2 to page 1), placing it in a separate box to make it very clear.
11. Amend the statement on pp.1-2 regarding the TAVL3 device that the long term results of this study are not yet known. The 30-day results were poor and it seems unlikely that long term results will be different.
12. Add a statement about reimbursement for travel/parking on page 9.
13. Explain ‘transient ischemic attack’ on page 5 and ‘oesophagus’ on p.4.
14. Please specify that tissue samples will only be analysed in New Zealand.
15. Please remove the option of having one’s GP notified removed from the consent form (making it compulsory).
16. Please add the address of the sponsor to the front-page header.
17. P8, please outline the significant documented reasons for stopping the study.

Decision 

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

· Please provide an updated protocol, either with amendment specifying the NZ-relevant inclusion/exclusion criteria, or with an addendum to the same effect (a letter from the sponsor will also suffice).
· Please describe the training the clinician will receive before carrying out the procedure.
· Please amend the 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 Dr Nora Lynch and Mrs Kate O’Connor.



	4  
	Ethics ref:  
	19/NTB/72 
	 

	 
	Title: 
	A Phase 1 Trial of Interleukin 12 Gene Therapy for Advanced Cancer 
	 

	 
	Principal Investigator: 
	Dr  Chris Wynne 
	 

	 
	Sponsor: 
	Symvivo Corp. 
	 

	 
	Clock Start Date: 
	25 April 2019 
	 


 
Dr Chris Wynne 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 an open first in human Phase 1 study of a novel therapy for cancer. It involves injecting an anaerobic gut bacterium (which happens to be among the 'probiotic' bacteria) that has been genetically modified to incorporate a piece of DNA which transcribes for a modified IL-12 into patients, in the hope that: 
· The bacterium and its 'luggage' colonise the tumour which has anaerobic areas that the bug likes 
· The person's immune system reacts against the modified genetic product and in doing so attacks the tumour too. 
There are ~ 9 animal (mouse) studies which provide scientific support but not evidence of any other similar product used in animals or humans

Summary of resolved ethical issues 

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

2. The Committee queried whether this is a novel technology, or whether similar studies have been done before. The Researcher confirmed that similar studies involving modified bowel bacteria have been carried out. 
3. The Committee queried why, given that this is a first-in-human trial, only the first three sentinels would be confined for 24 hours after administration, rather than all participants. The Researcher explained that all participants would be monitored for 4 hours after administration, but as the bacteria is commonly found in humans, no adverse reaction to the bacteria is expected.
4. The Committee suggested paying participants in compensation for their time and discomfort, as they would expect to receive no other benefits. This should be in addition to compensation for travel. The Researcher agreed that the participants deserve compensation, and asked that this be written into the decision letter.

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 expressed their concern at the inclusion of diabetic participants who would be at greater risk due to the study’s requirement to consume extra sugar. They requested that extra information be added to the sugar guidance for these participants.
6. The Committee suggested adding the presence of symptoms suggesting an occult dental abscess to the exclusion criteria, as another possible site where anaerobic bacteria could settle.

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

7. Please state right at the beginning of the document and in bold or a separate box that this is a first in human trial.
8. Add the address of the sponsor to the front page header.
9. Pp6-7: change “sentinels” on the tables to “the first three participants”.
10. P8 refers to keeping drugs away from children. Please remove this, as it is not relevant for this study.
11. P8: please remove the sentence starting “This research project has been designed to make sure researchers interpret the results in a fair way…” as it describes a randomised study .
12. The risks section (pp9-12) seems unbalanced. There is too much of information on risks like imaging and MRI, but little on immune reactions and other hypothetical problems. Please amend this.
13. P14: at the compensation statement, please add the sponsor name to the insert-box.
14. Please add the sponsor’s name and address to front-page header, and add information about the sponsor to the first paragraph.
15. P9: there is a reference to the sponsor’s lab in Canada – please add the name of that lab, so that it’s not confused with others.
16. P14: please delete the withdraw clause for commercial reasons.
17. P13: change “may be reimbursed” to ‘will be’.
18. P9: at the risks section, please recommend avoiding antibiotics 4 weeks after the infusion.
19. Symvivo Sugar Guidance Sheet: please amend the sheet, toning down any overly-enthusiastic or possibly patronising language.

Decision 

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

· The trial registration number.
· Evidence of sponsor insurance for this protocol, naming New Zealand as a policy territory.
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.
· Please amend the sugar guidance sheet.
· Please ask the sponsor to provide payment/reimbursements to participants.

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.



	6  
	Ethics ref:  
	19/NTB/56 
	 

	 
	Title: 
	Balloon Angioplasty versus Shockwave Intravascular Lithotripsy for calcified coronary stenoses 
	 

	 
	Principal Investigator: 
	Dr Seif El-Jack 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	25 April 2019 
	 


 
Dr Bernard Wong 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 shockwave technology was licensed in 2017 to be used in patients with blocked coronary arteries which are heavily calcified. This has been proven to be safe and effective in allowing stents to be used in coronary arteries. An international multi-centre phase 3 trial using this technology has now started, however all trials are single-arm with no comparison groups. It is not known what the optimal treatment is when the narrowed arteries are heavily calcified. There are other devices which have been developed in the last 10-20 years that have this role but have no direct outcome benefit when compared with the old-fashioned balloon angioplasty. Now shockwave therapy is widely used, however there is no evidence that it is better than the old-fashioned method of balloon angioplasty.
2. Practitioners currently have a variety of shockwave treatments that they may use, as well as balloon angioplasty. This study wishes to compare that shockwave technology to balloon angioplasty. 60 patients will be enrolled with a 1-1 ratio between blinded arms.

Summary of outstanding ethical issues

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

3. The Committee queried how patients are to be consented. The Researcher explained that verbal consent would be obtained once it is confirmed that shock wave lithotripsy is required for the patient. This will be mid-procedure, after the angiogram but before the stenting. Sedation will have already been given. 
The Committee expressed their concerns that this was not a good time to seek consent: the participant would not have sufficient time to consider the information, and being under the effects of sedation ,would not have the full capacity to consent. They suggested instead to consent all patients who may possibly need lithotripsy before that is known, and then briefly re-consent participants once their eligibility is confirmed. 
4. The Committee asked how the study will be funded. The Researchers explained that an application to the NZ Heart Foundation had been made, but if not accepted funding from a commercial sponsor would be sought. The Committee asked that the relevant documents be provided once this is known, and the ACC information on the PISC be updated if necessary.
5. The Committee queried how the inclusion criteria of moderate-high calcification will be determined. The Researcher answered that this will be evaluated qualitatively. The Committee requested an explanation of how this is determined.
6. The Committee requested the creation of a Data Safety Monitoring Committee.
7. The Committee requested that the clinical characteristics information collected in the study be described in the protocol and PIS.
8. The Committee requested that data added to any registry be de-identified, using a unique study code.

Decision 

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

· Research should be designed so as to participants’ right to provide free and informed consent for their participation (Ethical Guidelines for Intervention Studies paragraph 6.8).
· Data monitoring committees are appropriate for moderate and high-risk studies (Ethical Guidelines for Intervention Studies paragraph 6.49).
· Investigators should make arrangements for protecting the confidentiality of study data, which may involve de-identification (Ethical Guidelines for Intervention Studies paragraph 7.2).

The Committee suggested that the Researcher make the proposed changes and re-apply, requesting review by the Northern B HDEC.

	
	 7  
	Ethics ref:  
	19/NTB/67 
	 

	 
	Title: 
	Poziotinib for Patient KM dob 01 July 1954  
	 

	 
	Principal Investigator: 
	Dr Ian Kennedy 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	25 April 2019 
	 


 
No member of the study team was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. One patient has a rare variant of lung cancer. He is currently receiving the last conventional treatment suitable for his disease, which will likely cease to become effective in the next month or two. At that point no conventional treatment options remain. Spectrum pharmaceuticals have an agent, poziotinib, that has demonstrated activity in this variant of lung cancer in both laboratory and patient data sets. They will provide this agent on a compassionate basis for this patient as part of a single agent protocol.

Summary of resolved ethical issues 

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

2. The Committee discussed whether the procedures described in the application should best be understood as research, or as compassionate use of a medicinal product. The Members agreed that the proposal more closely resembled compassionate use of a new medicine, as the primary purpose was the possible treatment of the individual patient. As HDEC review would require very substantial and burdensome amendments, including the development of a full protocol, a new PISCF, and a separate application to SCOTT, the Members agreed that to consider the proposal as research would incur too high of a cost and delay possible treatment for the patient. For these reasons they agreed to consider the application out of scope for HDEC review.

Decision 

This application was invalidated by consensus, as the Committee did not consider that the study met the following standard operating procedures:

· HDECS may only approve health and disability research (Standard Operation Procedures for HDECS para 21, 29)
 

	8  
	Ethics ref:  
	19/NTB/58 
	 

	 
	Title: 
	FRAMBOISE 
	 

	 
	Principal Investigator: 
	Professor Cathy Stinear 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	25 April 2019 
	 


 
Cathy Stinear and Phoebe Ross were 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. A single-site, randomised, triple-blinded, placebo-controlled phase IIa trial of the effect of fluoxetine treatment for 90 days on paretic upper limb impairment at the sub-acute stage of stroke. This project will selectively recruit patients who are predicted to have poor upper limb recovery, using a biomarker that tests the function of a key movement pathway in the brain.

Summary of resolved ethical issues 

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

2. The Committee queried the nature of the supported consent processes. The Researchers clarified that only post-stroke patients with the full capacity to consent will be included in the study, but that various support processes will help those who may have language or related difficulties. 
3. With reference to the HRC peer-review provided, the Committee asked what would make this study different from previous studies using the same drug which showed no significant benefit. The Researchers explained that a different outcome-measure is being used in this study, which they believe has certain advantages. In addition, the use of a biomarker will allow the Researchers to identify those individuals most likely to benefit from the drug.
4. The Committee asked what the placebo would consist of. The Researchers explained that they have the information and that it will be added to the protocol.
5. The Committee queried whether there was any risk of withdrawal symptoms, given that the protocol involved a complete stop at 90 days, rather than a scale-down period. The Researchers responded that withdrawal symptoms had not been identified as an issue in previous trials, and that by monitoring after the study end they hoped to pick up on any issues. Nonetheless, the Researchers agreed to add the risk of stopping to the PIS and to look into the possibility of more regular monitoring after the study end. The Committee also suggested inquiring with geriatricians or pharmacists regarding how they recommend that the drug is used.
6. The Committee asked that informing the participant’s GP of their participation in the study be made mandatory, and that participants be told to see their GP if they experience any side-effects.
7. The Committee queried the lack of interpreters for non-English speakers. The Researchers responded that, as the study is part of the attainment of a PhD, the budget is tightly constrained, but if it receives HRC funding then interpreters will be employed.

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

8. Please state that the study is part of the attainment of a PHD.
9. Include a definition of ‘placebo’.
10. Add “available 24 hours” to the contact phone number.
11. Add that the 2-hour assessments may include a break and can be spread out over a couple of days.
12. AF PIS, p2: it states “Fluoxetine is an antidepressant” – add that you think it may help with another effect.
13. Both PIS documents: please replace the word “treatment”, e.g. with “study medication”.
14. Add that the study participation does not replace any SOC rehabilitation.

Decision 

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

· Please amend all information sheet and consent forms, 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 Ms Susan Sherrard.

	9  
	Ethics ref:  
	19/NTB/57 
	 

	 
	Title: 
	A study of GS-9674 in Non-Cirrhotic Primary Sclerosing Cholangitis patients 
	 

	 
	Principal Investigator: 
	Dr Dominic Ray-Chaudhuri 
	 

	 
	Sponsor: 
	Gilead Sciences Pty Ltd 
	 

	 
	Clock Start Date: 
	11 April 2019 
	 


 
Dr Dominic Ray-Chaudhuri 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

This study will test the experimental drug named GS-9674 for the treatment of primary sclerosing cholangitis (PSC). PSC is a chronic disease which causes scarring of the bile ducts. This is a Phase 3, randomised, double-blind, placebo-controlled study evaluating the safety and efficacy of GS9674 in patients with PSC without cirrhosis. The study will consist of an 8-week Screening period, 96 weeks of treatment, and a follow-up visit 4 weeks after completion of treatment. Participants will be randomised 2:1 to receive GS-9674 100mg orally once daily (Group A) or placebo (Group B) for 96 weeks
Summary of resolved ethical issues 

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

1. The Committee noted that the date of the sponsor’s insurance was misaligned with the study date, and asked whether the insurance would be rolled-over after the end date, which the Researcher confirmed that it would.

Summary of outstanding ethical issues

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

2. The Committee noted the long timespan of the study. They queried whether, if the drug is found to be efficacious, there is a possibility that the sponsor will offer it to the placebo group, and will continue it for those who are on it. The Researcher responded that they would like to do so, and could raise this with the sponsor.
3. The Committee noted that the faecal collections required of participants is very hands-on and that some people might not have suitable working conditions. They suggested to give participants freezer-packs, which they may use and send to the lab by courier.

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

4. Please add an option to be provided with a written lay summary of the study.
5. P5: remove the reference to identifying samples by code as well as initials.
6. Optional FUR PIS: please remove “must withdraw in writing” on page 2. 
7. Stool Sample Collection Instructions: please provide a more helpful measurement than “the size of a quarter”.
8. Optional genomics PIS: 
· the risk section doesn’t tell people that genomic screens are a blueprint of their personal genetic profile, that it could reveal rogue genes, it could contain information relevant to other family members, and it could compromise privacy if linked to other databases. Please develop a specific risk section for genomics.
· The ‘medical records’ section has several statements that are not relevant to this study and may be removed. For example: that the purpose of collecting data is to confirm eligibility for the study, that the participant has the right to access information given in the study, and that if they withdraw their consent their participation in the study will end.
· Please remove the bracketed “like you” in the last paragraph of page 2, as it can be read to indicate that the participant can expect to benefit from the substudy.
9. Pregnant partner PIS: 
· Please amend to “pregnant partner or pregnant participant PIS”, and make consistent throughout the document.
· P1: The Committee would like any participant who becomes pregnant to be informed immediately of whether they had taken the study drug or the placebo. Please amend the following statement accordingly:
“You are being asked to participate in this pregnancy follow up regardless of the treatment your partner is or was assigned to. This is because the study doctor and study staff do not know which treatment your partner is or was assigned to.”
· P4 please remove “you must withdraw in writing”.
10. Please ensure that the stated length of time for which data will be held is consistent between the main and pregnant-partner PIS.

Decision 

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

· Please enquire with the sponsor as to the possibility of offering the study drug, if found to be efficacious, to the placebo group, and to continue it for those who are on it after the study ends. 
· Please investigate easier faecal collection for participants, such as by providing participants with freezer-packs.
· Please amend all information sheet and consent forms, 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 Dr Nora Lynch and Mr John Hancock.
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	Ethics ref:  
	NTY/08/06/055 
	 

	 
	Title: 
	Growing Up in New Zealand 
	 

	 
	Principal Investigator: 
	Dr Susan Morton 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	13 September 2012 
	 


 
Professor Susan Morton, 
Dr Te Kani Kingi Annette Gohns, Sandra King, Naomi Kyrs, Hamish James and Ian Mc’Greggor were present in person for discussion of this application, and Hugh Webb was present via teleconference.

Potential conflicts of interest

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

Mrs Leesa Russel declared a conflict of interest relating to this application, and left the room for the duration of the discussion. 

Summary of Study

1. GUiNZ is a longitudinal study of many facets of child development from womb to potentially 21 years old. N= 6853 at the baseline dataset, and it began in 2008. A number of amendments have previously been made. The study has just completed the 4th wave data-collection phase of children at 8-9 years of age, and the research team now wish to prepare for an amendment before interviewing the children when they reach 11 years old.
2. This is a preliminary HDEC opinion sought on the proposal to house the GUiNZ datasets within StatsLab and potentially for linkage within the IDI held by stats NZ. This move would widen the utility of this comprehensive (anonymous) data to many research uses.

Summary of main issues discussed 

The main ethical issues considered discussed by the Committee and the Researchers are as follows.

3. The Committee noted that any potential changes to the study should be reviewed with reference to the terms of original consent for the participants
4. The Committee suggested that the Researchers assess each potential strategy against privacy impact and ethics impact, referring to the privacy regulatory framework and the ethics guidelines.
5. The Researchers pointed out the difficulty in planning ethical research in a longitudinal study when the ethical guidelines are expected to change. The Committee acknowledged this difficulty, but expressed its opinion that the fundamental ethical principles will remain the same, and that the study should be designed with those principles in mind. Of particular importance is the rights of children, and the Committee suggested performing a child’s rights impact assessment.
6. The Committee queried what the benefits were of linking study data to the IDI. The Researchers explained that adding the data to the IDI is expected to make it more easily available to both policy makers and other researchers.
7. The Researchers were asked about the consent process they envisage. They stressed that they wanted face-to-face consent with a trained interviewer, but complications included whether an 11 year old would understand all the implications of their data being added to the IDI, and whether providing the option to participate but not have one’s data used in the IDI would decrease retention rates and introduce bias.
8. The Researchers clarified that they were committed to keeping guardianship of the study data, but through involving the IDI they were exploring how they might share guardianship.
9. The Committee closed by expressing their opinion that the researchers are taking the right approach to planning the next phase of the study. They acknowledged that the researchers are working with uncertainty, but encouraged them to continue planning with a participant-focused approach and to submit their next substantial amendment to the Northern B HDEC.




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:
	4 June 2019

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



	The following members tendered apologies for this meeting.

· Mr John Hancock

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 4:25.
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