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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	04 February 2020

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



	Time
	Item of business

	12:00pm
	Welcome

	
	Confirmation of minutes of meeting of 03 December 2019.

	
12:30– 12:55pm
	Substantial amendments (see over for details)
19/NTB/21/AM02 (Susan / Jane)

New applications (see over for details)

	12:55 – 1:20
1:20 – 1:45
1:45 – 2:10
2:10 – 2:35
2:35 – 3:00
3:00 – 3:10
3:10 – 3:35
3:35 – 4:00
4:00 – 4:25
4:25 – 4:50
4:50 – 5:15

	i 19/NTB/230      (Kate / Stephanie)
ii 20/NTB/15        (John / Jane) 
 iii 20/NTB/7         (Susan / Stephanie)
 iv 20/NTB/21         (Tangihaere / Nora)
 v 20/NTB/10       (Kate / Nora)
BREAK
 vi 20/NTB/13      (John / Stephanie)
 vii 20/NTB/16     (Susan / Nora)
 viii 20/NTB/6         (John / Jane)
ix 20/NTB/9          (Tangihaere / Jane)
 x 20/NTB/26        (Kate / Stephanie)

	5:30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	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 
	19/03/2022
	Present 
	 

	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 
	Present 
	 


 

Welcome
 

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Leesa Russell

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 03 December 2019 were confirmed.
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Substantial amendments


	 
	Ethics ref:  
	19/NTB/21/AM02 
	 

	 
	Title: 
	Adolescent Bariatric Surgery study  
	 

	 
	Principal Investigator: 
	Dr Brandon Orr-Walker 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	29 November 2019 
	 


 
Dr John Baker & Catherine Howie 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 aim of this pilot study is to investigate the effect of bariatric (weight-reduction) surgery (laparoscopic sleeve gastrectomy or gastric bypass) on weight loss and health status in a cohort of morbidly obese adolescent diabetic and prediabetic participants. 
2. The study will run for a maximum of 3½ years consisting of: 
· 6-months pre-assessment / rehabilitation support; 
· and 3-years post-surgical rehabilitation support. 
3. Each rehabilitation plan will be developed on a case-by-case basis utilising a “pool” of resources / providers as required.  
4. This pool of services will include:
· Psychological assessment / support
· Health literacy
· Cultural support
· Dietetic / nutritional support
· Peer support / focus group meetings
5. The aim is to recruit ten participants into the surgery group and ten into the control group. 
6. The control group will be formed by those participants eligible for surgery who choose not to go ahead with it.

Summary of resolved ethical issues 

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

7. The Committee queried how the design of the study has shifted with this amendment. The Researcher responded that the original design recruited adolescents at diabetes clinics, however once the inclusion criteria was applied there were no potential participants available. The amendment then shifts to a community focus for recruitment. The Researchers stated they have also expanded the inclusion criteria to include prediabetic obese adolescents, in addition to diabetic obese adolescents. The researchers also stated that preliminary enquiries revealed difficulties with finding records of the measurements of height and weight in GP records; these were to be used as inclusion/exclusion criteria. This would be addressed in the amended design by implementing a screening process run by the Researchers
8. The Committee queried how pre-screening for recruitment will be undertaken. The Researcher responded that they are engaged with a community trust that administers health projects through multiple Primary Health Organisations; additionally, a mobile clinic will be used to minimise extra strain but on locations from which potential participants can be recruited.
9. The Committee queried whether the Researchers will be able to recruit sufficient numbers for the study, given the work involved in making contact and establishing relationships with PHOs and potential participants. The Researcher stated that as this was a pilot study, only 20 people would be needed for participation and they are confident in achieving this number.
10. The Committee queried how potential participants will be approached. The Researcher stated that for smaller practices they will be referred by GPs; in larger practices a letter will be sent to the parent/guardians of potential participants via the relevant PHO.
11. The Committee queried whether sending a letter to the parent/guardians of potential participants risks stigmatising them. The Researcher stated that the letter and the study (and therefore its documentation) focuses on risk of diabetes, rather than weight of the participant.
12. The Committee queried whether the cultural statement in the PIS differed from the one usually provided in applications from Counties Manukau DHB. The Researcher stated that it was not different.

Summary of outstanding ethical issues

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

13. The Committee stated that, while the lead-in programme can be open to all eligible ages, only participants aged 16 and over should be approached for bariatric surgery; in this instances adult Consent Forms should be provided to participants.

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

14. Please amend the protocol to include details of the proposed recruitment methods discussed here.
15. The Committee requested that documentation of details of the proposed programme, demonstrating how the programme is standardised, is provided to HDEC for review.
16. Please amend the PIS to include an estimated number of people in attendance of the proposed group sessions.
17. Please amend the written consent requirements on page four of the PIS for 16-18-year-olds, as written consent form a parent/guardian is not required once participants are aged 16 or over.
18. Please amend the typo “night swears” to “night sweats”, found in the PIS.
19. Please ensure that the ACC statement in the PIS is up to date and reflects the template statement found on the HDEC website.
20. Please amend the assent form for 14-15-year-olds so that it is clearly more simplified and uses more lay-friendly language than the adult consent forms.
21. Please remove consent statements from the Assent Forms, as only a signing space is required.
22. The Committee requested that some terms in the PIS are “softened”, replaced with lay-language, or defined before further use in the document, e.g. “morbid obesity”; “bariatric”; “polycystic ovaries”.

Decision 

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


· Please provide parent/guardian Consent and age-appropriate Child Assent Forms for the lead-in (pre-surgery) programme.
· Please amend the protocol and PIS/CF to only offer bariatric surgery to those aged 16-years and over.
· Please amend other study documentation, taking into account feedback provided by the Committee (above)

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


 

New applications 


	 1  
	Ethics ref:  
	19/NTB/230 
	 

	 
	Title: 
	ATB200-03 
	 

	 
	Principal Investigator: 
	Assoc Professor Richard Roxburgh 
	 

	 
	Sponsor: 
	Clinical Regulatory Services Consulting (CARSL) 
	 

	 
	Clock Start Date: 
	09 January 2020 
	 


 
A/Prof Richard Roxburgh 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 proposed study will assess the safety and efficacy of ATB200/AT2221 compared with Alglucosidase Alfa/Placebo. 
2. It will be conducted in adult subjects with late onset Pompe disease who have either received enzyme replacement therapy (ERT) with alglucosidase alfa or have never received ERT, compared with alglucosidase alfa/placebo. 
3. After the 30 day screening period the subjects will receive treatment for 12 months and then have a 4 week safety follow up visit.  
4. Once completed the subjects will have the option to participate in an open label extension study to receive ATB200/AT2221 under  a separate protocol. Similar to protocol ATB200 -02, drug will be administered every two weeks by infusion and every three months study safety and efficacy assessments will take place in Australia. 
5. The New Zealand site will administer the infusion, monitor and treat any adverse events and concomitant medications, but will not be involved with any other assessments outlined in the schedule of assessments.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows:
6. Please provide clarification in writing that Amacus is taking on the Sponsor role for this study.
7. Please provide evidence of consultation with Māori at locality.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
8. The Committee stated that screening information can be removed from the PIS, and overall the PIS can be tailored to the single participant.
9. Please delete the section of the PIS on genetic testing, so that it applies to a New Zealand context where only as-needed safety bloods will be taken
10. Please amend the PIS to clarify what treatment and assessment are included for participants at the New Zealand site, compared with the Australian site.
11. Please amend the PIS to reflect that it is currently unknown to Researchers whether access to the study drug will be provided after 52 weeks.
12. Please amend the PIS to state that blood samples are only taken for safety monitoring, and only if the participant becomes unwell.
13. Please remove reference to ACS from the cultural statement on page 15 of the PIS.
14. Please amend page 6 of the PIS, regarding 25 patients from 2015, if there is a more recent IB to draw information from.

Decision 

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


· Please provide clarification in writing that Amacus is taking on the Sponsor role for this study.
· Please provide evidence of consultation with Māori at locality.
· Please amend the Participant Information Sheet and Consent Form, taking into account feedback provided by the Committee (above).

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 Stephanie Pollard.



	 2  
	Ethics ref:  
	20/NTB/15 
	 

	 
	Title: 
	Prospective study of Δ133p53 expression in Ulcerative Colitis 
	 

	 
	Principal Investigator: 
	Professor Michael Schultz 
	 

	 
	Sponsor: 
	University of Otago 
	 

	 
	Clock Start Date: 
	23 January 2020 
	 


 

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. New Zealand has one of the highest incidences of inflammatory bowel disease (IBD) in the world: about 20,000 or 1/227 New Zealanders live with IBD. 
2. Most affected individuals are diagnosed either in childhood or before 35 years of age, so a considerable proportion of their productive lives are affected. 
3. There is no cure for IBD, and the research protocol states that there is no effective method to enable accurate diagnosis until severe symptoms are present. 
4. The master genome regulator p53 has been recently reported to have immuno-regulatory functions. Our previous study in an animal model of colitis has shown that expression of a p53 variant Δ122p53, an analogue of the human Δ133p53, enhances bowel inflammation and abnormal appearance of the colon. 
5. These findings suggest that the Δ133p53 isoform may contribute to the development of IBD and could be potentially used as an early diagnostic marker. 
6. In this study, the researchers aim to determine the association between Δ133p53 expression and the progression of IBD using bowel samples obtained from patients with Ulcerative Colitis (UC). 
7. The Researchers aim to determine the severity of colon pathology, the level of Δ133p53 expression, infiltration of immune cells and expression of inflammatory cytokines using fresh colonic samples collected from the UC patients. 
8. The findings of this study will provide important information on the association of Δ133p53 and UC. Positive confirmation of this will guide future studies to explore the potential role of Δ133p53 in regulating chronic inflammation in UC and translational application of targeting Δ133p53 to treat chronic inflammation.

Summary of resolved ethical issues 

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

9. The Committee stated that they were satisfied that the retrospective component of this research had been removed from the protocol and understand that it will be submitted to HDEC as a separate application.

Summary of outstanding ethical issues

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

10. Please amend the protocol to include a tissue management plan and data governance arrangements.
11. Please provide the Committee with the terms and conditions, in addition to ethical approvals/certifications of the nominated tissue bank.
12. Please demonstrate that the provided peer review still applies to this most recent application.

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

13. Please amend the PIS to confirm whether samples are being stored in a tissue bank specific to the Researcher’s group, or whether they will be stored in another tissue bank that other researchers could access.
14. Please amend the PIS to clearly state whether tissue samples will be sent overseas., and if so where overseas they may be sent.
15. Please review the main PIS and replace technical terms and wording with concise lay-language, where possible.
16. Please amend wording in PIS, to change “Māori people” to “Māori”.
17. Please align study withdrawal options in participant-facing documents, as page four of the PIS currently states that participants cannot withdraw existing data from the study if they leave, whereas clause 7 of the Consent From includes it as an option.
18. Please remove the pregnancy clause from the PIS if it is not relevant to this study.
19. Please replace the definition of gene as “a unit of physical and functional heredity” with lay-language.
20. Please replace “biomarker” with lay-language.

Decision 


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


· Please amend the protocol to include a tissue management plan and data governance arrangements.
· Please provide the Committee with the terms and conditions, in addition to ethical approvals/certifications of the nominated tissue bank.
· Please demonstrate that the provided peer review still applies to this most recent application.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above) 

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.



	 3  
	Ethics ref:  
	20/NTB/7 
	 

	 
	Title: 
	MK3475-991 Phase 3 Study of Pembrolizumab/Placebo plus Enzalutamide plus ADT in Metastatic Hormone-Sensitive Prostate Cancer. 
	 

	 
	Principal Investigator: 
	Dr Nicola Lawrence 
	 

	 
	Sponsor: 
	Merck Sharp & Dohme (Australia) Pty Limited 
	 

	 
	Clock Start Date: 
	23 January 2020 
	 


 
Dr Nicola Lawrence & representation from MSD 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 study investigates X MK3475-991 is a phase 3, randomized, double-blind trial treating newly diagnosed metastatic prostate cancer
2. Approximately 1232 participants will be randomized in a 1:1 ratio to either pembrolizumab plus enzalutamide plus ADT group or the placebo plus enzalutamide plus ADT group.
3. Participants will have study visits every 3 weeks. Pembrolizumab or placebo will be given by IV infusion once every 3 weeks for about 35 doses or approximately 2 years or until discontinuation criteria is met. Enzalutamide will be taken by mouth once a day, at the same time each day until discontinuation criteria is met. ADT will be given as per standard of care. Patients who have discontinued treatment will be followed up 12 weekly.
4. Quality of Life reported outcomes will also be collected throughout the study.

Decision 

This application was withdrawn by the Sponsor.




	 4  
	Ethics ref:  
	20/NTB/21 
	 

	 
	Title: 
	(duplicate) Discontinuing nucleos(t)ide analogue therapy for chronic hepatitis B with the aim of achieving HBsAg seroconversion 
	 

	 
	Principal Investigator: 
	Dr Tien Huey Lim 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	23 January 2020 
	 


 
Dr Tien Huey Lim 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. The proposed study aims to determine whether a selected subset of patients with chronic hepatitis B will be able to safely stop taking their antiviral medications long term and whether we can increase the cure rates from hepatitis B by stopping the medicines. 
2. Stopping the medicines will often enable the immune system to start recognising the virus again after it has been suppressed for a long time and recent international studies have shown that it can increase the cure rates in patients with low levels of HBsAg at baseline. 
3. There will be 2 study groups: 
· One group will continue the usual antiviral treatment with the usual monitoring. 
· The second group will be the group that stops taking the antiviral treatment and be closely monitored – it is anticipated that more than 50% of patients will be able to safely stop but some patients may need to go back on the antiviral treatment if the liver tests flare up and they are still not successful with getting cured. 
4. Blood tests will be done at certain time points to look at the way the immune system is reacting to the virus to see whether there are any predictors for patients that are going to flare OR for patients that are going be cured.

Summary of resolved ethical issues 

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

5. The Committee acknowledged the benefits of providing a separate PIS/CF for the optional genetic part of the study.
6. The Committee queried what medications participants would receive if the fulfilled criteria for coming out of the trial. The Researcher stated that they would go back to the medication they were taking prior to the trial.

Summary of outstanding ethical issues

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

7. Please amend the protocol to ensure that year of birth, but not full date of birth, can be attached to study data.
8. Please provide the Committee with information about who makes up the Data Monitoring Committee.
9. Please provide the Committee with information on what constitutes grounds for termination of the study.
10. Please amend the protocol to perform interim analyses on data by a Statistician, who can advise on whether the study should continue.
11. Please amend the protocol and participant-facing documentation so ensure that participants who are required to attend more clinic/investigational visits than normal standard of care, are reimbursed for the cost of transport and parking.
12. Please confirm the intended sample size for this study.

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

13. Please amend point 14 of the PIS, to clarify that there may be no certainty of benefit from participation in this study.
14. Please amend the PIS to describe potential risks in greater detail, namely in terms of probability statistics; please draw this information from published literature.
15. Please amend the first page of the PIS to give the full name of Counties Manukau District Health Board.
16. Please amend study documentation to clarify that Counties Manukau DHB is the study Sponsor.

Decision 

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


· Please amend the protocol to ensure that year of birth, but not full date of birth, can be attached to study data.
· Please provide the Committee with information about who makes up the Data Monitoring Committee.
· Please provide the Committee with information on what constitutes grounds for termination of the study.
· Please amend the protocol to perform interim analyses on data by a Statistician, who can advise on whether the study should continue.
· Please amend the protocol and participant-facing documentation so ensure that participants who are receiving greater than normal standard of care are reimbursed for the cost of transport and parking.
· Please confirm the intended sample size for this study.
· Please amend the Participant Information Sheet and Consent Forms, taking into account feedback provided by the Committee (above).

After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere MacFarlane and Dr Nora Lynch.




	 5  
	Ethics ref:  
	20/NTB/10 
	 

	 
	Title: 
	CAMELOT 
	 

	 
	Principal Investigator: 
	Mr Simon Young 
	 

	 
	Sponsor: 
	Stryker New Zealand  
	 

	 
	Clock Start Date: 
	23 January 2020 
	 


 
Sherina Holland 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 a prospective RCT to compare the clinical outcomes of patients undergoing a total replacement (TKR) using two different alignment philosophies; Mechanical Alignment (MA) and Functional Alignment (FA).   All participants will be treated using the Stryker Triathlon® Total Knee System for Total Knee Arthroplasty implanted using the Stryker Mako Robotic-Arm Assisted Technology (MAKO).
2. Objectives:
· To determine if Robotic Assisted FA demonstrates restoration of normal knee "feeling" (as judged by functional outcome measures) superior to that of Robotic Assisted MA.
· To evaluate differences in function, pain, satisfaction and health-related quality of life (QOL) between Robotic Assisted FA and MA (as judged by health & functional outcome measures)
· To evaluate differences in early pain, function & recovery between Robotic Assisted FA & MA (as judged by functional tests, pain, medication use & length of stay).
· To compare surgical data (blood loss, time, adjustments to balance) & ability to reach radiographic target between Robotic Assisted FA & MA (determined by surgical data and x-rays).
3. The study will consist of two groups:
· Intervention group: Treatment by TKR with a target lower limb alignment determined with FA philosophy.
· Control group: Treatment by TKR with a target lower limb alignment equal to neutral Mechanical Axis. 
4. There will be 1 site (North Shore Hospital, Auckland), 1 Principal Investigator and 4 co-investigators. A maximum of 120 cases will be enrolled in each group, for a total of 240 patients.  
5. It is expected that patients will be recruited over a period of 18 months. Total duration of the study is expected to be 3.5 years

Summary of outstanding ethical issues

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

6. The Committee suggested the use of an independent research nurse for study recruitment, to help create a separation and manage any perceived or potential conflicts of interest for the Consultant, who is both a recipient of Sponsor funding outside of this research, and the person originally intended to obtain consent from participants.
7. Please remove participant initials from study data provided to the Sponsor, as this is considered identifiable information.
8. Please confirm with the Committee whether any blinded interim analysis is being performed by a statistician over the 3.5 years of the study, in the event that a significant difference becomes apparent before the study is due to conclude.
9. Please provide a current study insurance certificate.
10. Please provide HDEC with the NET Promoter study questionnaire.
11. Please consider reimbursement for travel and parking for the CT scan visit, as this is beyond standard of care.
12. Please consider reimbursement for participation in this study, even if it is in the form of a fuel/supermarket voucher as a courtesy.
13. Please amend the exclusion criteria for mental illness, including a justification for the circumstances in which a potential participant is to be excluded on these grounds, and how that will be assessed.
14. Please remove date of birth for randomisation, as this is identifiable information.
15. Please provide evidence of indemnity for Mr Simon Young.
16. Please collect ethnicity data, even if it is not a Sponsor requirement and is held by the site.

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

17. Please review the PIS to replace technical language with lay-friendly language, including diagrams and other visual aids where possible.
18. Please amend the PIS to state that the presence of a robotics specialist in theatre is part of standard care, but their use of the described app is not.
19. Please amend page one of the PIS to include a lay title along with the full study title.
20. Please amend page two of the PIS, specifically in the section on study aims, to replace types of knee replacement with methods of alignment.
21. Please amend the PIS to include a table of study visits, including timing and what is involved for the participant for each visit.
22. Please remove the statement on ACC on page 6 of the PIS and ensure that wording for private study insurance is included in line with HDEC templates
23. Please ensure study documentation references Northern B HDEC, rather than Central or Southern HDECs.
24. Please amend the Consent Form to have the recontact consent as a tick-box only.
25. Please clarify particular extensive use of data in the data section of the Consent Form, or remove if it does not apply here.
26. Please amend documentation to reflect the fact that study withdrawal does not need to be provided by participants in writing.
27. Please amend the PIS to clearly state that Stryker NZ is the Sponsor, and that they are a medical device company.

Decision 

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


· Please provide evidence of arrangements for an independent research nurse to manage the consent process.
· Please remove participant initials from study data, as this is considered identifiable information.
· Please confirm with the Committee whether any blinded interim analysis is being performed by a statistician, in the event that a significant difference becomes apparent before the study is due to conclude.
· Please provide a current study insurance certificate.
· Please provide HDEC with the study questionnaire.
· Please consider reimbursement for travel and parking for the CT scan visit, as this is beyond standard of care.
· Please consider reimbursement for participation in this study, even if it is in the form of a fuel/supermarket voucher as a courtesy.
· Please amend the exclusion criteria for mental illness, including a justification for the circumstances in which a potential participant is to be excluded on these grounds, and how that will be assessed.
· Please remove date of birth for randomisation, as this is identifiable information.
· Please provide evidence of indemnity for Mr Simon Young.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above).
· Please collect ethnicity data, even if it is not a Sponsor requirement and is held by the site.

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





	 6  
	Ethics ref:  
	20/NTB/13 
	 

	 
	Title: 
	Studying the metabolic control of immune responses 
	 

	 
	Principal Investigator: 
	Dr Olivier Gasser 
	 

	 
	Sponsor: 
	Malaghan Institute of Medical Research 
	 

	 
	Clock Start Date: 
	23 January 2020 
	 


 
Dr Olivier Gasser 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. The immune system regulates many aspects of human health and disease. Loss of immune homeostasis can lead to the development and progression of chronic inflammatory diseases. 
2. Metabolic processes regulate immune cell activity in individuals, in healthy states, during infection, or in diseased states. Under certain conditions, differences in immune cell metabolism have become associated with pro- and anti-inflammatory responses. Thus, regulating the metabolism of immune cells may represent a novel strategy to control inflammation and sustain immune homeostasis. 
3. Food-derived compounds such as polyphenols naturally occur in fruit and vegetables. These natural compounds have been reported to exhibit significant anti-inflammatory activity that may be useful for treating inflammatory and autoimmune diseases. However, many of these compounds undergo extensive metabolic alterations during digestion via the intestinal bacteria and appear in the circulation in forms and concentrations different to those found in food. This could in turn alter their effects on immune cell metabolism.
4. In order to better inform future dietary intervention strategies aimed at using food to promote immune response homeostasis for the prevention, mitigation and/or treatment of health conditions that are linked to loss of immune homeostasis, it is important to firstly understand the mechanisms on how food-derived metabolites can affect the metabolic processes of immune cells. 
5. It is therefore the intention of this study to conduct detailed in vitro work using ‘physiologically-relevant’ food- and bacteria-derived compounds, on aspects of immune cell metabolism, using peripheral blood mononuclear cells isolated from whole blood drawn from consenting, healthy individuals.

Summary of resolved ethical issues 

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

6. The Committee queried the recruitment and consent process for the study. The Researcher stated that an email will be sent to staff (potential participants), with the PIS attached. Potential participants will then respond to the email if they are eligible/interested. From there a member of the research group will inform them of more detailed study information, answer any questions they may have and obtain signed consent, before samples are taken.

Summary of outstanding ethical issues

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

7. The Committee stated that, to avoid any perceived undue influence upon participants, those who directly report to the CI should be excluded from the study.
8. Please provide evidence of the current certificate(s) of competency for study staff who will be taking blood samples.
9. Please ensure that the initial email to staff clearly states that they should check the study exclusion criteria before responding to the email, so that they do not have to identify themselves (and their personal information that’s relevant to inclusion/exclusion) only to find that they are not eligible to participate.
10. Please collect ethnicity data, in the event that future studies wish to investigate what groups are participating in health research in New Zealand.

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

11. Please amend the PIS to state that participants can consent to be informed if they have an abnormal T Cell count, however the study does not have the facilities to perform diagnostic analysis on these samples.
12. Please amend the PIS to include ACC wording provided on the template found on the HDEC website.
13. Please amend the section on rights in the PIS, using the HDEC template for guidance.
14. Please review the PIS and either amend technical language with definitions or replace with concise lay-friendly language, where appropriate.
15. Please amend the section of the PIS which states that regulatory agencies may access records, to clarify which agencies might do this, and for what reason.
16. Please remove the section of the PIS on participant travel expenses, as no participants are expected to travel for this study.

Decision 

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

· Please exclude all Institute staff who report directly to the CI from participation
· Please provide evidence of the current certificate(s) of competency for study staff who will be taking blood samples.
· Please ensure that the initial email to staff clearly states that they should check the study exclusion criteria before responding to the email, so that they do not have to identify themselves (and their personal information that’s relevant to inclusion/exclusion) only to find that they are not eligible to participate.
· Please collect ethnicity data, in the event that future studies wish to investigate what groups are participating in health research in New Zealand.
· Please amend the Participant Information Sheet and Consent Form, taking into account feedback provided by the Committee (above)

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


	 7  
	Ethics ref:  
	20/NTB/16 
	 

	 
	Title: 
	Drug use and Cognitive Inflexibility  
	 

	 
	Principal Investigator: 
	Dr David Newcombe 
	 

	 
	Sponsor: 
	University of Auckland, New Zealand 
	 

	 
	Clock Start Date: 
	28 January 2020 
	 


 
Dr David Newcombe 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. The proposed study aims to assess executive/cognitive function (the ability to memorise things, plan and organise behaviour) in a sample of people who are addicted to methamphetamine and who recently (within the last 2 months) entered treatment for their addiction.
2. Results will be compared to a drug free control group in order to determine if there are any differences.   
3. This study is part of a larger programme of research that aims to re-think the way addiction is treated. The Researchers hope to identify the behavioural changes that characterise the transition from initial drug use to dependence (using methamphetamine dependence as a model) and to ultimately develop drug treatments that will restore cognitive control. 
4. These data will add to the limited knowledge base we have about the impact of methamphetamine on executive function, thereby informing treatment interventions.

Summary of resolved ethical issues 

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

5. The Committee queried the lack of control for alcohol or other psychoactive substances in the design. The Researcher stated that they aren’t being controlled for due to the exploratory nature of the study. Additionally, the ubiquity of alcohol use renders it impractical to control for. However, use of alcohol and other substances will be noted, as will participants practising abstinence. Tobacco will be controlled for, as there is evidence to suggest that this affects cognitive functioning.
6. The Committee queried how recruitment is to take place. The Researcher stated that the detox programme in which the study takes place will make flyers available in waiting areas; potential participants will be able to call a phone number provided on the flyer if they wish to participate.
7. The Committee queried how potential harm as a result of communicating individual findings to participants is to be minimised. The Researcher stated that ongoing counselling is part of participants’ standard care. Additionally, communication of results will include the opportunity for discussion with the participant, in which possible rehabilitative options are made available to them.
8. The Committee queried whether the Researchers were actively encouraging participants to bring support people with them. The Researchers confirmed that they were and added that they can refer on for further support, at no cost to the participant.

Summary of outstanding ethical issues

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

9. The Committee stated that undue influence upon patients’ participation may be managed by excluding those who are being treated as a result of a court referral. This must be clearly stated on study advertising materials and be listed as an exclusion criterion in the study protocol.
10. Please amend the sample management plan for saliva samples, to include that all samples will be used up during testing.
11. Please amend the protocol so that the initials on the CRF are replaced with a unique study code.
12. Please review the reimbursement amount to ensure that it will cover the cost of all travel and parking beyond standard of care.

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

13. Please amend the PIS and Consent Form to clearly communicate that participants’ case managers will be performing follow-up and will therefore be aware of their participation in the study (if participant consents).
14. Please include more information in the flyers, including that the study involves a significant amount of cognitive testing. Ensure that the flyers accurately describe the aim of the study.
15. Please review the tick box for saliva testing on the Consent Form and remove if saliva testing is mandatory.
16. Please amend the PIS to reflect the Consent Form and include information about informing participants’ GPs about their participation.
17. Please review all study documentation for correct dates.
18. Please amend the PIS to include information on where study data will be stored, and that it is intended to be shared in a de-identified form.
19. Please ensure that study flyers for healthy control group also includes information about saliva testing as part of participation.

Decision 

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

· Please minimise the risk of undue influence to potential participants by excluding those who are referred to the detox programme by the court system
· Please amend the sample management plan for saliva samples, to include that all samples will be used up during testing.
· Please amend the protocol so that the initials on the CRF are replaced with a unique study code.
· Please review the reimbursement amount to ensure that it will cover the cost of all travel and parking beyond standard of care.
· Please amend the Participant Information Sheets, study advertising materials and Consent Forms, taking into account feedback provided by the Committee (above)
After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Susan Sherrard, Dr Nora Lynch and Mrs Kate O’Connor. 


	 8  
	Ethics ref:  
	20/NTB/6 
	 

	 
	Title: 
	A long-term study that will look at whether CRN00808 is safe and whether it works for people with acromegaly. 
	 

	 
	Principal Investigator: 
	Dr Richard Carroll 
	 

	 
	Sponsor: 
	Crinetics Pharmaceuticals, Inc 
	 

	 
	Clock Start Date: 
	23 January 2020 
	 


 
Dr Richard Carroll 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. Acromegaly is a hormonal disorder that results from too much growth hormone (GH) in the body. GH is produced by a small gland in the brain called the pituitary gland. Usually, the GH excess comes from benign (noncancerous) tumours of the pituitary. 
2. The purpose of this study is to see if the investigational (research) medicine CRN00808 is effective, safe, and tolerable in controlling the GH levels of patients with acromegaly when CRN00808 is given over a longer period of time (up to 52 weeks).  The study will also measure the amount of CRN00808 in blood at various times, look at how it might affect the levels of certain hormones in the body, and whether it has an effect on the quality of life.
3. This is an open label exploratory study designed to evaluate the long-term safety and efficacy of CRN00808 in adult subjects with acromegaly. The study will consist of the following periods:
· • Screening Period (0 to 4 weeks);
· • Treatment Period (up to 52 weeks);
· • Follow-up Period (up to 4 weeks).
4. Up to approximately 85 participants from studies CRN00808-02 or CRN00808-03 (parent studies) may be eligible for this clinical study. In addition, up to 50 participants with uncontrolled acromegaly who are not being treated with acromegaly medications may be enrolled.

Summary of resolved ethical issues 

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

5. The Committee queried the need for a rescue treatment in the protocol. The Researcher stated that this was necessary as participation in the trial means taking participants off of their standard treatment. This may result in the emergence of some symptoms, however these appear over the course of weeks and are non-life threatening. The rescue injection will relieve symptoms while the appropriate dose is reassessed for that individual.
6. The Committee queried the difference between the study drug and the standard of care. The Researcher stated that they are the same product, but administered differently.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
7. The Committee stated that the Sponsor should provide justification for the commencement of a further safety/efficacy study lasting one year, before efficacy data has been demonstrated against Standard of Care treatment in a Phase 3 randomised controlled trial. It is noted that some participants will be newly diagnosed and untreated.
8. Please provide greater detail on data safety monitoring committee meetings, what is in their charter, statistical data on adverse events, and a description of the internal data monitoring committee and how safety review will take place.

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

9. Please amend page 18 of the main PIS to remove the information on storage of specimens for gene testing, as this only applies to those who sign a separate genetic substudy Consent Form.
10. Please amend the wording on page 18 of the PIS, which states that information collected is the property of the Sponsor, as the Sponsor has the right to use the information, but does not own it.
11. Please amend page 21 of the main PIS to include approximately how many people have been exposed to the drug so far.
12. Please amend page 22 of the PIS to include greater detail with regards to serious adverse events.

Decision 


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


· Please provide justification from the study Sponsor for the commencement of the present research proposal before the acquisition of efficacy data from adequate randomised contorlled studies.
· Please provide greater detail on data safety monitoring committee meetings, what is in their charter, statistical data on adverse events, and a description of the internal data monitoring committee and how safety review will take place.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback provided by the Committee (above)

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.


 

	 9  
	Ethics ref:  
	20/NTB/9 
	 

	 
	Title: 
	Study of VIR-3434 in Healthy Volunteers and Participants with Chronic Hepatitis B 
	 

	 
	Principal Investigator: 
	Professor Edward Gane 
	 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 
	 

	 
	Clock Start Date: 
	23 January 2020 
	 


 
Professor Edward Gane 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. VIR-3434 is a human monoclonal antibody (mAb) being developed for the treatment of chronic hepatitis B virus (HBV) infection. VIR-3434 offers a novel strategy for the treatment of chronic HBV infection because it not only neutralizes HBV viral and subviral particles through the targeting of HBsAg, but also inhibits viral entry into hepatocytes.
2. This is the first clinical study where VIR-3434 will be given to humans. The main goal is to determine whether VIR-3434 is safe and well tolerated when given at different doses. We will also measure the levels of the drug in blood at different times.
3. VIR-3434 will be administered subcutaneously (cohorts 1a-3a) and optional IV administration (cohorts 4a and 5a) in up to 40 healthy adult subjects (Part A) and up to 56 non-cirrhotic adult subjects (Part B) and up to 24 non-cirrhotic adult subjects in optional Part C with chronic HBV infection who are on NRTI therapy.
4. The study will be conducted in 3 Parts:
· Part A (Cohort 1a-3a and optional cohorts 4a and 5a) will have 8 healthy adult subjects receiving a single dose of VIR-3434 or placebo. Within each dose level 6 participants will be assigned to study drug and the remaining 2 placebo.
· Part B (Cohort 1b-5b and optional cohorts 6b and 7b) and optional 
· Part C (Cohort 1)will have 8 adult subjects with chronic HBV infection receiving a single dose of VIR-3434 or placebo. Within each dose level 6 participants will be assigned to study drug and the remaining 2 placebos.

Summary of resolved ethical issues 

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

5. The Committee queried whether that Researcher was satisfied that dosing in Part B of the study is due to start before healthy volunteers are finished with dosing. The Researcher responded that patients are receiving a lower dosage as they are more likely to experience toxicity; additionally, there is unlikely to be an effect in healthy participants as there is nothing for the antibody to bind to.

Summary of outstanding ethical issues

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

6. Please provide evidence of consultation with Māori at locality.

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

7. The Committee requested that a separate PIS/CF is generated for the exploratory genetic research; participation in this extra research should not be a mandatory part of participation in the main study.
8. The Committee requested that a separate PIS/CF is generated for future unspecified research with tissue/specimens; participation in this extra research should not be a mandatory part of participation in the main study.
9. Please amend page 1 of the main PIS to state in boldened text that this study is the first time this drug is being tested in humans.
10. Please amend some wording to non-americanised spelling, e.g. “centre”, rather than “center”.
11. Please amend the insurance statement in Section 5 of the main PIS to remove text that is additional to the standardised wording found on HDEC templates.
12. Please remove the reference to a legal representative in the pregnancy PIS.
13. Please ensure that the full name and address of the study Sponsor is clearly stated on the front page of the PIS.

Decision 

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


· Please provide evidence of consultation with Māori at locality.
· Please amend the Participant Information Sheets and Consent Forms, taking into account feedback from 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.

 

	 10  
	Ethics ref:  
	20/NTB/26 
	 

	 
	Title: 
	A Phase 1 study of ABI-H3733 in Healthy Subjects 
	 

	 
	Principal Investigator: 
	Prof Edward Gane 
	 

	 
	Sponsor: 
	Clinical Network Services Ltd 
	 

	 
	Clock Start Date: 
	16 January 2020 
	 


 
Prof Edward Gane and Jessica Kane 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. The study drug ABI-H3733 is being developed as a potential new treatment for Chronic Hepatitis B (CHB). ABI-H3733 acts by inhibiting the hepatitis B virus (HBV) core protein and preventing viral replication. 
2. This is the first study where ABI-H3733 will be given to humans. This randomised, placebo-controlled study will assess the safety and tolerability of ABI-H3733 after single and multiple ascending liquid oral doses are administered in up to 80 healthy volunteers in a fasted state. The study will also assess the safety and tolerability of ABI-H3733 administered in a solid oral dose form in up to 40 healthy volunteers in a fasted or fed state.

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 why participants must be eligible to work in New Zealand to participate in the study. The Researcher stated that this was to ensure that they could be properly compensated for their participation.

Summary of outstanding ethical issues

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

4. Please amend the main protocol to include a tissue management plan.

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

5. Please amend the typo on page 17 of the Multiple Ascending Dose PIS, under cultural considerations, from “is you wish” to “if you wish”.

Decision 

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


· Please amend the protocol to include a tissue management plan
· Please amend the PIS, taking into account feedback from the Committee (above)

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 Stephanie Pollard


 


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:
	03 March 2020, 12:00 PM

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



	The following members tendered apologies for this meeting.

· Dr Nora Lynch

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 5:00pm.
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