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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	04 August 2020

	Meeting venue:
	Via Zoom (URL: https://mohnz.zoom.us/j/96507589841) Meeting ID: 965-0758-9841)



	Time
	Item of business

	12.00pm
	Welcome

	12.15pm
	Confirmation of minutes of meeting of 07 July 2020

	
	New applications (see over for details)

	12.30-12.55pm
12.55-1.20pm
1.20-1.45pm
1.45-2.10pm
2.10-2.20pm
2.20-2.45pm
2.45-3.10pm
3.10-3.35pm
3.35-4.00pm
4.00-4.10pm
4.10-4.35pm
4.35-5.00pm
5.00-5.25pm
5.25-5.50pm
	 i 20/NTB/163   
  ii 20/NTB/156  
  iii 20/NTB/157   
  iv 20/NTB/158   
Break
  v 20/NTB/159     
vi 20/NTB/160    
vii 20/NTB/155  
  viii 20/NTB/165  
Break
  ix 20/NTB/166   
  x 20/NTB/167   
  xi 20/NTB/168   
  xii 20/NTB/170   

	5.50-5.55pm
	General business

	5.55pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Dr Patries Herst 
	Non-lay (intervention studies)  Co-opted
	22/05/2015 
	22/05/2020 
	Present 
	 

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

	Dr Cordelia Thomas 
	Lay (the law) Co-opted
	20/05/2017 
	20/05/2020 
	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 
	24/07/2019 
	Apologies 
	 

	Dr Sarah Gunningham 
	Lay (other) Co-opted
	 05/07/2019
	05/07/2022 
	Present 
	 

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

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

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

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


 
Welcome
 

The Chair opened the meeting at 12pm and welcomed Committee members, noting that apologies had been received from Nora Lynch, Susan Sherrard and John Hancock.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Sarah Gunningham, Patries Herst and Cordelia Thomas confirmed their eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.


Confirmation of previous minutes


The minutes of the meeting of 7 July were confirmed.



New applications 

 
	1  
	Ethics ref:  
	20/NTB/163 
	 

	 
	Title: 
	Hydroxychloroquine treatment for acute rheumatic fever 
	 

	 
	Principal Investigator: 
	A/Prof Nigel Wilson 
	 

	 
	Sponsor: 
	ADHB 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 



Nigel Wilson was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Acute Rheumatic fever (ARF) is an inflammatory condition affecting the joints of the body (temporary only) and heart valves (leading to permanent valve damage) usually following a bacterial (streptococcal) throat infection. There is no proven anti-inflammatory medicine that reduces the inflammation of the heart once a person gets ARF. Hydroxychloroquine (HCQ)is effective treatment in many rheumatological and skin conditions as systemic lupus erythematosis and psoriasis. HCQ has been shown to reduce the inflammation in the blood from ARF patients in test tube scientific studies. Two patients with progressive ARF have been treated with HCQ late in the disease course in NZ in 2019 on compassionate basis with a favourable response. The study involves treating up to 30 patients with ARF in Auckland to see if there is an overall favourable clinical response of HCQ to reduce the inflammation of ARF, and monitor that no unexpected side effects due to HCQ occur. The information will provide key data to justify proceeding to a larger international randomised control treatment (RCT) study to see if HCQ reduces the long term heart damage, known as rheumatic heart disease (RHD) following ARF.

[bookmark: _Hlk31958841]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 about the two-stage consent process. The researched replied that a research nurse approaches them after diagnosis first and if interest is expressed, information is provided for consent by one of the research doctors.
3. The Committee queried if the future use of blood would be for immunological assays only, or unspecified. The researcher clarified it would be immunological assays only.
4. The Committee queried if participants would be tested for COVID-19. The researcher responded that since this is not current clinical practice, it will not be implemented in the study, but may be subject to change if required due to community transmission or other COVID-19 response requirements.
5. The Committee stated it was unclear if testing would be conducted overseas. The researcher clarified that they have no need to send samples overseas for testing.
6. The Committee queried about the information being used from previous study information. The researcher responded that there are two they are referring to. One is an earlier study being used as a building block in terms of safety, and the other is a current study pending a protocol amendment for this study to use the data. The Committee queried if the data being used as a comparative group is de-identified, which the researcher confirmed.

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 requested that compensation for transport expenses is offered consistently and equally  to all participants. This should also be reflected in the participant information sheet (point 13)
8. The Committee requested that the separate medicine information sheet is explained at the same time as providing participant information sheets.
9. The Committee queried if, in order to provide equity of access due to lots of cases in bordering District Health Boards, it could be worth transporting or covering transport costs of participants into Auckland to give them access.
10. The Committee asked if the protocol could exclude pregnant women as an additional safety measure around the risk of preparing crushed medication and acknowledge that pregnancy is a status that can change during the study.
11. The Committee queried what plans were in place for returning blood samples in regard to the FUR. The researcher responded that they would offer to return it if any is left at the end. The Committee stated that a feasible plan for doing that will need to be outlined in the protocol, considering costs for participants coming to collect, ID requirements, or dangerous goods and postal considerations for sending samples to participants. 
12. The Committee noted that the application form mentioned a post-6 month visit to disseminate research findings and have a discussion with participants about their clinical course, and queried if this could be alarming to participants. The researcher clarified that this visit is a medical check-up. The Committee stated this was inappropriate to be conducted by the research personnel and this visit should be for giving back information about the efficacy of drug, not treatment or diagnostic information. The Committee stated that instead, every participant should receive a summary of the research when all participants have	 reached the 6-month mark.

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

13. Please remove the statement “if you have financial difficulty attending” and amend to be “we will help with transport costs in addition to the $50 voucher” 
14. The Committee requested the following changes to the assent forms:
a. 11-15 year old: Please reframe “prevent further heart disease” to be more audience-friendly.
b. 8 year old – Please change the word “Benefit” to a more relatable term like “Will being in this study help me?”
c. Please amend assent forms to make it clear that a child can say no even if their parents say yes. A statement along the lines of the following from the assent template can be used:
“Do I have to be in the study?
NO:  You can choose if you want to be in this study or not.  Also, you can change your mind at any time even if you have started the study.  Even if your mum, dad or person taking care of you says YES, you can still say NO.  If you decide not to be in the study, no one will be angry with you.  All you have to do is tell your mom, dad or person taking care of you or your doctor that you don’t want to be in the study any more. You will still be treated for your XXXX”
15. For the tissue statement, amend to outline if blood is to be returned to donor/whānau at completion of study and whether karakia will be able to be performed at time of disposal. In addition, please acknowledge taonga status of Māori data.
16. Ensure all information sheets have a footer with a version number, date and page numbers, and are reviewed for spacing and formatting
17. Please amend the two bullet points under “What will my participation involve?”, section 3, in the Adult Participant Information Sheet to be one sentence.
18. Please review Parent/Guardian Participant Information Sheet for references to “your” and “my”, as they are not the owners of the samples being taken. Additionally, review the Adult Participant Information Sheet to ensure references to “your child” are removed as the adult is the participant. 
19. Please amend the Parent/Guardian and Adult Information Sheet to include information on the track and trace database, as they are consenting to it without being given information on it beforehand. Ensure to include on whether this information is de-identified or identifiable.
20. Please amend information sheets to include how often ECGs are being done as part of this research.
21. Please amend information sheets to include more information around data management, including re-assurance about what future use of samples may include. Please refer National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 12 for guidance.
22. Please amend information sheets to include more information on what is being done with the blood test results?.
23. The Parent/Guardian information sheet states “We are not asking for extra blood tests”, but in some participants this is not the case. Include an outline on when this may be the case.
Decision 

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


24. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
25. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

[bookmark: _Hlk31965243]After receipt of the information requested by the Committee, a final decision on the application will be made by Sarah Gunningham and Jane Wylie



	 2  
	Ethics ref:  
	20/NTB/156 
	 

	 
	Title: 
	Predict and Prevent COVID-19 
	 

	 
	Principal Investigator: 
	Professor Colin Simpson 
	 

	 
	Sponsor: 
	ESR 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
Colin Simpson and Jemma Geoghegan were present by videoconference for discussion of this application.

Potential conflicts of interest

Kate O’Connor declared a potential conflict of interest and the Committee decided to let her be present for discussion.

Summary of Study

1. The data about how infectious diseases like COVID-19 spread and how well public health interventions and therapies work is suboptimal. The main data such methods use come from reports about where people with disease are located, when they first became sick, and how many required hospitalisation. Increasingly, viral genetic samples are collected which can help to estimate how fast the virus is spreading and reveal who infected whom.
2. The study aims to create technical solutions that will address the challenges with existing methods. Using cutting-edge techniques including machine learning and improved phylodynamics, methods will be developed to combine modern sources of detailed data and create new approaches to use genomic data to understand the spread of this disease through the population and incorporate new data in near real-time. Detailed human movement and location data will be used to independently model the structure of the population.

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 if data related to human movement and internet searches is aggregate and not linked to the 100 cases. The researcher confirmed this and clarified that this data does relate to geography but is wider and cannot identify an individual or known group.
4. The Committee asked for clarification around the transfer of health information between agencies. The researcher confirmed that Episerv data is de-identified but is attached to the Ministry of Health contact tracing information. This information will be de-identified after being linked by ESR or Ministry of Health. 
5. The Committee queried how and where the researchers are getting GP consultation data, and if this includes consultation notes. The researcher clarified that only Influenza-like illness notification is collected, and this data is already available through ESR. 
6. The Committee queried if the data from StatsNZ is IDI, which the researcher confirmed.
7. The Committee queried if any public health data is being used. The researcher confirmed that only contact tracing is being used.





Summary of outstanding ethical issues

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

8. The Committee queried the approval for using Ministry of Health data and asked about the data governance process undertaken. The Committee acknowledge the response from the Ministry but need to require sight the formal document sent to Ministry of Health in order to provide clarity in what oversight is being supplied and what was requested for approval.
9. The Committee queried what data is being collected from Healthline and if this data will have NHIs attached.
10. The Committee queried if the platform tool is also storing the data. The researched confirmed it would, and that this would be owned by ESR with no third-party involvement. The Committee requested a written procedure on how ESR will release data, a cloud-risk assessment and data governance.
11. The Committee queried if the researchers have formal agreements with the various stakeholders data is being received from. The Committee requested to see these agreements to confirm this.
12. The Committee requested a data management plan with safety and security around the repository.
13. The Committee queried about the access to the dashboard and requested further thought for safety and security protocols around this and provide reassurance no individual can be identified through a certain level of security. 
14. The Committee requested to be provided with information about what data will be made public-facing.
15. The Committee requested an amendment to the protocol around cultural and social license and inclusion of Māori, taking into account the answers in the application form. The Committee requested Māori consultation.
16. The Committee requested further risk-analysis around AI included in the protocol, and to refer to the NEAC Guidelines 13.4
17. The Committee stated the protocol was light on operational info around timeframes, and more detail is required.
18. The Committee raised their concern around stigmatization with the naming of clusters in the media, and how this could relate to a public-facing website that outlines transmission.
19. The Committee accepted the secondary data use argument, but identifiable data is being used in some places. Justification for waiver of consent is required for this in the protocol (12.29 NEAC Guidelines)


Decision 


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

20. Please provide the Committee with a justification for waiver of consent.
21. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
22. Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Leesa Russell and Tangihaere Macfarlane



	 3  
	Ethics ref:  
	20/NTB/157 
	 

	 
	Title: 
	BGB-A317-A445-101 
	 

	 
	Principal Investigator: 
	Dr Sanjeev Deva 
	 

	 
	Sponsor: 
	Beigene Aus Pty Ltd  
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
Sanjeev Deva and Palavi Wyawahare were present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study aims to determine the safe dose range of BGB-A445 that can be used in combination with a single standard dose of Tislelizumab (200mg), what the side effects are when taking these drugs together, how the body copes with these drug and if these drugs  help in reducing tumour size. 
2. This study has two phases. Phase 1a (dose escalation)has five small groups of patients who will be receiving increasing doses of A445. Each increasing dose group will only start after the previous group has met safety requirements. After the 3rd dose has met safety requirements, A445 will be given to another group of patients along with 200mg of tislelizumab. Once phase 1a is completed, and a recommended dose is found, phase 1b (dose expansion) will be opened to more patients at that dose. 
3. Screening period within 28 days. Treatment period starts with the first study drug administration and ends when the patient is discontinued from study treatment. Safety Follow Up period within 30 days of last dose of study drug. Efficacy follow up period will be for those who discontinue study treatment early for reasons except disease progression.

Summary of resolved ethical issues 

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

4. The Committee queried how the recruitment process manages the sense of potential desperation prospective participants may feel around their condition and treatment. The researcher responded that patients are referred on to them after discussion, and acknowledged that this desperation is a likely motivator, but the consent process will ensure the participant knows all the risks involved.
5. The Committee asked if the drug will be going to SCOTT, and the researcher confirmed this application has been made. 
6. The Committee queried if participants will have had immune checkpoint inhibitors before. The researcher confirmed that they won’t as this is not standard of care in New Zealand, and while is a valid treatment option, is not funded for all patients, and not all patients can self-fund these.
7. The Committee asked for clarification around the biopsies and plans to use archived tissue if available. The researcher clarified that the majority of participants will need a baseline biopsy because there has been treatment between entry and archival tissue, and it invalidates the archival tissue. 
8. The Committee noted that there were several protocol amendments in a couple of letters that came through for review and queried if there are plans to have a working updated protocol. The researcher confirmed that this is the case, and that many amendments are being made first.

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 more information should be added about the data safety monitoring committee in the protocol, such as who is on this committee, or provide the charter.
10. The Committee stated that the protocol doesn’t state there is sentinel dosing, but design indicates there is.
11. The Committee noted that the protocol change letter dated 1st April did not come through, and information on phase 1b is lacking. The Committee requested that an updated full protocol is provided.
12. The Committee identified the following issues with the application form:
a. p.3.2. The answer that participants for this study are not vulnerable is incorrect due to their disease status and lack of treatment options.
b. p.4.1. The benefit to Māori was not properly described or appropriate. This needs further clarification and whether benefit to Māori and incidence can be determined in the current study.
c. r.2.4.1. The Committee noted that date of birth is identifiable, and year of birth should be used only.

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

13. Please expand the statement around the possibility of getting no benefit to further outline what this means for participants.
14. Please match the descriptors in schedule of assessment table to rest of information sheet, and use lay-terms in table.
15. Please remove the visit windows and footnote
16. On page 12, the term “pseudo progression” needs explanation within the main information sheet.
17. On page 12, please amend to ensure the pregnant partner is invited to provide information.
18. Section 5 states expenses is as per the sponsor’s travel policy but does not outline specifics. Please ensure Auckland travel is outlined and acknowledge that travel costs outside of Auckland would be discussed.
19. Please clearly state that after the eye exam, participants will need to stay for an amount of time afterwards, and that the study will cover any costs if there is a risk to them getting home.
20. The statement on page 21 “local lab results may be used for randomization” doesn’t apply to the current study, please remove.
21. On page 21, clarify the statement that patients may need to pay for treatments in order to treat their adverse events, and factor in the role the sponsor plays for paying.
22. Remove the statement on page 23 excluding the investigational products from compensation claims.
23. Amend “consult with a kaumatua” to “consult with someone you trust”
24. Identify Māori health/cultural support person and contact details.
25. Identify the sponsor in all versions with an address and provide specific location/address for where researchers and any storage will be based.
26. Please make Pregnant Partner PIS/CF applicable for pregnant participant use also.
27. In the Treatment through progression PIS/CF, add statement that rights, compensation and protections outlined in main PIS/CF continue to apply.
28. Please amend advocacy email: advocacy@advocacy.org.nz. 

Decision 

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


29. [bookmark: _Hlk35422703][bookmark: _Hlk35422715]Please update the study protocol, taking into account the feedback provided by the Committee.  (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
30. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
31. [bookmark: _Hlk31967427]Please supply details of the DSMC. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Kate O’Connor and Stephanie Pollard
‘



	 4  
	Ethics ref:  
	20/NTB/158 
	 

	 
	Title: 
	A Study to Investigate HXP124 in patients with onychomycosis(fungal nail disease)Patients with Mild to Moderate Onychomycosis 
	 

	 
	Principal Investigator: 
	Professor Marius Rademaker 
	 

	 
	Sponsor: 
	Hexima Ltd 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
Marius Rademaker was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a multi-centre, randomized, double-blind, vehicle-controlled study to assess the efficacy, safety and tolerability of HXP124 when administered topically to the great toenail of healthy participants with mild to moderate fungal infection. Participants will apply HXP124 topical solution or vehicle (placebo) to one cleaned, dried target great toenail and any other infected toenails. Up to 132 eligible adult participants will be enrolled to one of three dosing cohorts and will be randomly assigned to receive treatment with either HXP124 topical solution or vehicle (at 3:1). Participants in Cohort 1 will have total of 84 treatment days over 2 treatment periods = 2x42 days with 7 day washout period between (no treatment days); Cohort 2 = 107 days over 3 treatment periods- (2x42 days then 3rd treatment period of weekly application for 161 days (23 weeks); Cohort 3 = 217 treatment days over 6 treatment periods – 5x 42 days plus 1 week of daily application. A washout period of 7 days will occur between each treatment period for Cohorts 2 and 3. 
2.  Participants will attend clinic at Days 1, 91,168, 252 and Day 280 (study completion). Participants will be issued with diary cards to record which nails are being treated and to capture treatment compliance.  Assessments include health history, physical examination, vital signs, ECG, clinical laboratory tests, fungal examination using staining and culture of nail scrapings, measurement and photography of target toenail, toenail clippings for measurement of HXP124, and treatment satisfaction questionnaire.   

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 if the researcher is making an application to SCOTT, which the researcher confirmed.
4. The Committee sought clarification if genetic analysis is being performed on the blood. The researcher confirmed no genetic analysis is being performed on the blood samples.
5. The Committee explained that the Treaty of Waitangi should not be cited as a health benefit and equal access to participate for Māori should not need to be stated as this is the default expectation. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering P.4.1. for any future applications. The researcher clarified that there is no data that supports prevalence pertains to ethnicity, and that age is more of a relevant factor.


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 queried if the take-home spare medicine participants will take home have a childproof cap on it. The researcher confirmed it should but will check.
7. The Committee noted that the protocol incorrectly states that urine and blood are being sent overseas.
8. The Committee queried what analysis would be performed on the nail clippings in addition to the measurements. The researcher responded that mycology would be performed on the nail clippings. 
9. The Committee asked if the nail samples are being disposed of or retained afterwards. The researcher responded that they will be disposed of.
10. The Committee requested for information in the tissue management plan on the location of the central lab where the urine and blood will be going.
11. Insurance certificate refers to a deductible. The Committee requested that this is formalized to ensure no one will be charged or have to co-pay with the Sponsor. 
12. The Committee requested that the use and then deletion of photographs sent to the third-party vendor managing the social media campaign is outlined clearly in the social media post. 
13. The Committee requested to ensure participant facing material (information sheet, advertisements) clearly outline that the placebo-control arm is receiving no treatment and everyone has the right to withdraw if they feel their infection is getting worse.

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

14. Please amend the statement on page 1 “This study is approved by the New Zealand Health and Disability Ethics Committees (HDEC)” to clarify that ethical aspects are approved. Refer to Medsafe and SCOTT for safety approval and include that statement.
15. On page 2, please include how many participants in New Zealand will be included, not just worldwide.
16. Please amend the description of cohorts to have a bullet point for each one
17. Please amend the reference to “race” on page 3 to be “ethnicity”
18. Please amend on page 3 under “During the study you may be asked questions which may be sensitive or cause embarrassment” to include examples of what these may be.
19. On page 6, please amend to state that Hep B, C and HIV are notifiable diseases in New Zealand.
20. The statement on page 10 “Any payment received may be considered taxable income.” is incorrect if only expenses are being reimbursed, please remove.
21. On page 11, please amend to include statement that participants have the right to request health data gathered about them and correct them if necessary.
22. The Committee requested the inclusion of a cultural tissue statement to the PIS as nail clippings are being sent overseas. The Committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”
23. Please amend information sheet to reflect what abnormal results a participants GP may be informed of that is being consented to in the consent form (such as notifiable diseases)
24. Please amend to include a statement clearly outlining that the placebo arm is receiving no standard of care, and that if they feel they their infection is getting worse, they have every right to withdraw and seek treatment.

Decision 

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


25. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
26. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
27. Please update the advertisements, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  


After receipt of the information requested by the Committee, a final decision on the application will be made by Cordelia Thomas and Patries Herst.


	 5  
	Ethics ref:  
	20/NTB/159 
	 

	 
	Title: 
	Cystic Fibrosis: A Phase 2 Study of ABBV-3067 Alone and in Combination with ABBV-2222 
	 

	 
	Principal Investigator: 
	Dr Michael Epton 
	 

	 
	Sponsor: 
	AbbVie 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
Malina Storer was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The purpose of this study is to assess the safety and effectiveness of varied doses levels of ABBV-3067 and ABBV-2222 in participants with cystic fibrosis who are homozygous for the F508del mutation.
2. Participants will be provided with an informed consent and will provide their consent as well as meeting all study eligibility criteria before any study procedures are initiated. Screening assessments will be conducted up to 30 days prior to randomisation.
3. There are two Parts to this study, in Part 1, participants will be randomised to a fixed dose of ABBV-3067 (50 or 150 mg or placebo) given alone or in combination with different dose levels of ABBV-2222 (10, 30, 100, 200, 300 mg or placebo). Part 2 will initiate after all participants in Part 1 complete the 30-day safety follow-up period. In Part 2, different group of participants will be randomised to different dose levels of ABBV-3067 (5, 15, 50, 150 mg or placebo) given in combination with ABBV-2222 (dose selected from Part 1). The investigational product will be administered orally in the morning for 28 days during Part 1 and Part 2.
4. Participants will stop receiving treatment if their disease worsens, experience intolerable side effects or become pregnant.

Summary of resolved ethical issues 

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

5. The Committee asked for a placebo justification for the study. The researcher responded that the majority of participants will receive treatment over placebo (unequal randomization), and that standard of care is not being withheld from placebo participants. 
6. The Committee queried if there is an application in SCOTT, which was confirmed.
7. The Committee queried if a 24-hour number will be included on the participant card for emergency contacts. The research confirmed there will be and it will be specific to each site’s principal investigator.
8. The Committee asked if the main consent form and FUR biomarkers consent form would be presented at the same time to participants. The researcher responded that the main consent form is presented first, and will only be given the optional biomarkers form after they have consented.



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 the uploaded insurance certificate did not make specific reference to the current study protocol. 
10. The Committee stated that there are a number of medications that are prohibited in the protocol and queried if this posed any significant disadvantage to patients participating if they are likely to need them.
11. The Committee stated that there is information in Investigator’s Brochure on the outcomes of phase 1 3067 drug findings that are not referred to in the protocol. The Committee requested a summary of those findings and how they have been incorporated into the design of this current trial.
12. The Committee stated that the 30-day follow up seemed short for a phase 2 trial, and there is responsibility to ensure participants are safe beyond those 30 days. The Committee requested the CI to consider a 90-day phone follow-up as an additional safety measure in the protocol.
13. The Committee stated more detail is required in the protocol around tissue management for the optional biomarkers, including a lab address for where those are going and how long.
14. The Committee stated in regard to answer a.1.6. on the application form that more risks to participants need to be considered as the researchers do not know if it is a treatment yet.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
Optional Biomarkers:
15. Please add more detail around tissue management

Main PIS/CF:
16. Please include a section that clearly outlines the study design, as randomization and blinding is not made clear and remove from the procedures section.
17. Remove the “flip of a coin” analogy
18. Please amend to include details of how the study drug is administered as outlined in the protocol.
19. On page 5, amend “Adverse Events” to refer to them as “Side Effects”
20. Ensure that adverse event monitoring only covers from time of dosing, not screening.
21. On page 11, the birth control methods should be updated to reflect the protocol. The HDEC template is also available for wording. (link)
22. Please amend to make it clear study drug is not available at end of study.

Pregnant partner PIS/CF:
23. The Committee advised that in order to access health information of the baby of a pregnant participant / partner there would need to be an additional consent after the birth by a parent/guardian on behalf of the child. The Committee advised that a baby is not a legal person with human rights until after birth and during the pregnancy the mother can only consent to her own health information. The Committee recommended the addition of another signature box on the pregnancy PIS to consent to the baby’s information after the birth.
24. Please amend to include timeframes for how long information on the baby will be collected for.
All:
25. Please amend the right of access to information for participants also includes the following: “You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected.”

Decision 

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


26. Please provide an updated insurance certificate that makes reference to the study’s protocol
27. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
28. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Sarah Gunningham and Stephanie Pollard
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	Ethics ref:  
	20/NTB/160 
	 

	 
	Title: 
	Inspire me! Lung Mechanics and CPAP in the NICU 
	 

	 
	Principal Investigator: 
	Dr Jennifer Knopp 
	 

	 
	Sponsor: 
	University of Canterbury 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
Jennifer Knopp was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. Over 500 infants in a New Zealand neonatal intensive care unit (NICU) per year need mechanical ventilation (MV) to support their ability to breathe due to disease, surgery or prematurity of birth. About 94% of all assisted ventilation is via a CPAP device. MV is a difficult therapy to optimise, as each patient responds differently to the applied pressure and flow of air given. Too much of either pressure or flow can damage the lungs, and too little leads to longer recovery and increased risk of poor outcomes. Hence, providing MV is a careful balance that is difficult to manage, as doctors cannot precisely determine the impact of the ventilator on the patient’s lungs. 
2. This research will determine whether computer models of lung mechanics can be used to identify a patient’s lung “stiffness” for every breath, by gathering the pressure and flow data from the CPAP device via a respiratory monitor. CPAP settings will be set as per standard care and then PEEP will be varied within the normal clinical range used by Christchurch Women’s Hospital NICU. PEEP - positive end expiratory pressure - is a ventilator setting that has greatest impact on ventilation success or failure, and optimising this setting has been shown to protect lungs from ventilator induced damage in adults. The researchers will thus be able to evaluate how each patient responds to dynamic changes in normal care, aiming for a stiffness metric that updates in real-time without invasive methods. 
3. This lung “stiffness” has been shown to be a useful metric to guide MV settings in adult patients, and this study will be a preliminary step towards determining if these model-based methods can be used in infants in the NICU. Such computer model-based care offers the opportunity,  to personalise and optimise care in ways that are not currently possible.

Summary of resolved ethical issues 

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

4. The Committee queried the consent process for the parents of the infants. The researcher referred to the clinical partner who is an expert in this field that will be the only person approaching parents with an explanation, handing over a consent form and giving them time to consider.
5. The Committee queried if very ill children will be excluded. The researcher responded that while there is no formal exclusion criteria, seriously ill patients are on invasive treatment and not the treatment part of this study.
6. The Committee queried who is collecting health data from infant records. The researcher stated that a member of the research team will have a monitor tool to plug into the CPAP circuit and record for 20 minutes. 

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 queried who is monitoring potential side effects. The researcher responded that the clinical partner or research nurse would. The researcher stated that only the clinical partner or someone they designate would access patient records and will provide it de-identified to the research team at the university. The clinical partner will hold the key. This data and key will be held for 10 years after the oldest turns 16. The Committee noted this was not provided in the information sheet and formalization of the clinical oversight and data management should be added in the protocol.
8. Exclusion criteria should be added to the protocol. This should formalize the exclusion of children in imminent risk of death or considerations for family impact.
9. The Committee stated the following answers in the application form should be added to the protocol:
a. b.2.1 breath map modelling outcomes, 
b. r.1.4 internal DNC charter and SAP/interim analysis protocols, 
c. r.1.5 adverse events monitoring plan and follow up for 24 hours after intervention
d. r.16 termination rules 
10. The Committee stated that having a Māori investigator could be an asset due to significant number of Māori in the cohort.

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

11. In the header and elsewhere in the form, the term “caregiver” should be changed to ‘parent/guardian’ 
12. Please amend the inconsistency around term “you” and “your child” used intermittently, and ensure all references refer to the child. 
13. Please use consistent term to reference the child (i.e. use child, infant, or patient, not all intermittently) 
14. Please review and amend for lay-terms. 
15. Please use the template ACC statement (edited to refer to child participant): If your child was injured in this study, you would be eligible to apply for compensation from ACC just as you would be if your child was injured in an accident at home. This does not mean that the claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If the claim is accepted, you will receive funding to assist in your child’s recovery. If your child has private health or life insurance, you may wish to check with their insurer that taking part in this study won’t affect their cover.
16. On page 4, please amend statements referring to information to refer to de-identified information will be shared.
17. Please amend to include information on what data is identified (patient information within the unit) and what is de-identified.
18. Please amend to state that study information will be held until youngest child turns 16
19. Please amend to clarify that collected data being used in future research will be anonymous. 
20. Please amend the Māori support number to include full number.
21. The Committee requested the removal of the ‘yes / no’ tick boxes from the consent form unless it is for a clause that is truly optional (i.e. the participant can answer ‘NO’ and still participate in the study). 
22. Please amend advocacy email: advocacy@advocacy.org.nz 
23. Provide either remove the statement around informing the GP or provide an explanation in the PIS about why the researcher would contact them.
24. In the Consent Form, please amend “I understand that my child taking part in this study is voluntary (my choice) and that I may withdraw my child from the study at any time without this affecting my child’s medical care” to state “…affecting my child’s current medical care”
25. Please confirm that University of Canterbury is the sponsor. And if so, clarify that in the information sheet.
26. Please amend information sheet to ensure that offer of Māori support is framed as optional.

Decision 

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


27. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
28. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Cordelia Thomas and Jane Wylie.
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	Ethics ref:  
	20/NTB/155 
	 

	 
	Title: 
	Waha Nui Study 
	 

	 
	Principal Investigator: 
	Dr Anneka Anderson 
	 

	 
	Sponsor: 
	Light AI Inc. 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 



 
Donna Kielar, Julie Bennett, Anneka Anderson, Kate Msiska were present by videoconference for discussion of this application.

Potential conflicts of interest

Leesa Russell declared a potential conflict of interest and the Committee decided to let her stay for discussion.

Summary of Study

1. Prevention of Acute Rheumatic Fever requires early detection of Group A Streptococcus (GAS) pharyngitis via throat swabbing and effective treatment with an appropriate antibiotic. The gold standard for diagnosis is culture of GAS from a pharyngeal swab. 
2. An artificial intelligence camera device, Light AI (LAI) has been developed by a commercial company (https://www.lightelligence.ai/) that can produce a rapid diagnosis of streptococcal pharyngitis through images taken of throats. 
3. The primary goal of this study is to acquire pharyngeal images from Mana Kidz school-based throat swabbing schools in South Auckland, using two light configurations of the Strepic® device to enhance the algorithm required for diagnosis of GAS pharyngitis. 
4. Mana Kidz is a nurse led, school-based programme that provides free throat swabbing, GAS treatment, and skin infection treatment as part of a range of comprehensive health services to 88 schools in Counties Manukau, Auckland. Six to seven whānau support workers (WSW), who are already trained Mana Kidz throat swabbing staff will collect up to 3000 single swabs and Light AI Device photographs from 6 school sites, over two school terms. The swabs will be sent to a local lab for GAS testing and the results provided to the sponsor to be compared against the photographs taken.

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 ethical aspects of gaining consent by parents at start of term when some children may never be included. The researcher explained that this consent is typically business as usual, but are mindful to differentiate this process. They further clarified that the photo is taken as part of their care, but retrospective consent cannot be taken from parents, so justified that seeking blanket permission at the start is the best way around this.
6. The Committee queried if the repeat chasing up from parents about filling in the form  is overly pushy. The researcher clarified that this consenting process is likely a relic of their business as usual as part of their healthcare provided through Mana Kidz. 
7. The Committee queried the decision to provide koha to the parents when the child is the participants. The researcher responded that they considered the ethical aspects of providing koha to a child. The outcome is that the whānau is provided a food voucher while the child is compensated with stickers. The Committee was satisfied with this response after discussion.
8. The Committee stated that the third contact for consent from whānau can be given verbally after being explained the information and recorded by the researchers. 
9. The Committee queried if there will be a retained set of swabs used as a comparator to the study. The researcher said the swabs collected as part of the study are being tested against the camera.
10. The Committee queried if consent forms would be returned to non-consenting parents, and how many attempts total will be made. The researcher clarified that the third is the final. 
11. The Committee after discussion with the researchers concluded that locality review should be done through Counties Manukau District Health Board, in addition to schools being made aware.


Summary of outstanding ethical issues

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

12. The Committee stated that the information sheet says that no identifying information will be available for researchers, but page 7 of the protocol states that surname will be required to be collected for CRF. This needs to be removed from the protocol for consistency.
13. The Committee requested the inclusion of a data management plan in the protocol, highlighting that data will need to be retained until the youngest participant turns 16 and for at least 10 years, including images. Please refer National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 12 for guidance.
14. The Committee requested that the sponsor insurance certificate to be uploaded.
15. The Committee requested for a peer review using the HDEC template available on the HDEC website done by someone in public health to be provided.

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

16. Please add pictures in the assent form and information sheet of the camera to be used.
17. Please add additional information in the assent form about what to do if the child has a sore throat
18. On the front page header, please add more information about the sponsor.
19. Please amend on page 1 “will quickly diagnose” to be less promising (i.e. ‘may’)
20. Please amend on page 2 under “Benefits and risks” to reflect that it will help future children, not the participating children.
21. Please amend sheets to include statement: “You have the right to request access to information held about you/your child (where applicable) by the research team. You also have the right to request that any information you disagree with is corrected.” 
22. Please add in the assent form clarification to the child they can ask the procedure to stop if they feel uncomfortable.


Decision 

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


23. Please supply an independent peer review for the current version of the study protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26). 
24. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
25. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
 

After receipt of the information requested by the Committee, a final decision on the application will be made by Kate O’Connor and Patries Herst
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	Ethics ref:  
	20/NTB/165 
	 

	 
	Title: 
	(duplicate) (duplicate) A serological survey of SARS-CoV-2 in the Auckland population 
	 

	 
	Principal Investigator: 
	Professor Chris Bullen 
	 

	 
	Sponsor: 
	The University of Auckland 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
Chris Bullen was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The current lack of accurate, empirical data on the prevalence of COVID-19 infection is the most urgent data needed in New Zealand’s response to the epidemic. Initial surveillance focussed primarily on travellers with significant symptoms of disease, and, as such the full spectrum of the disease, including the extent and fraction of mild or asymptomatic infections that do not require medical attention and those infections from community spread are not clear. 
2. Our study is a cross-sectional survey of residents of Auckland. The sample will be a stratified random sample of an individual from each of up to 7,500 households. In the first instance 2,500 individuals will be selected with numbers increased according to the number positive. Each selected individual will complete a questionnaire and have blood taken for antibody testing. 
3. We hypothesise that the prevalence of antibodies to the COVID-19 virus in the Auckland population is less than 1%. Findings will be made available to the Ministry of Health to support their COVID-19 elimination strategy.

Summary of resolved ethical issues 

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

4. The Committee queried if it was necessary for all age groups to participate. The researcher responded that in order to get good enough findings, it is.
5. The Committee asked if a letter is going out in multiple languages. The researcher said it can, and that in Auckland there are hundreds of languages spoken, so would only cover major language translations provided through their university resources.
6. The Committee queried if assistance will be offered for transport costs to go to the lab for testing. The researcher said the ideal situation is to test in homes, but there is no readily available point of care test. Compensation to cover transportation will be provided, and the researcher will proactively offer this to all.
7. The Committee queried if any phlebotomists would be going into homes at all. The researcher responded that it is not feasible for this to be done door-to-door but will be available if there is a hurdle to a participant getting to a lab. 
8. The Committee queried what happens then if someone has consented but not presented for testing. The researcher clarified that an inquiry would be made to offer assistance for challenges that may be present.
9. The Committee queried if the team going to the home initially will be wearing PPE. The researcher responded that at the time of the meeting with there being no evidence of community transmission, light PPE (such as mask and gloves) would be worn, and clarified that the purpose of this study is to not test active cases. 
10. The Committee asked how potential stigmatization is being handled if neighbours see people wearing PPE going into a home. The researcher said that gloves and masks would discreetly be put on after approaching the home in plain clothes.
11. The Committee queried if the next person selected (by birthday) has impaired capacity, and if the research team is equipped to assess competency. The researcher responded that all staff are health professionals trained in dealing with these circumstances and can assess. 
12. The Committee queried what constitutes a Pacific or Māori household for research purposes. The researcher clarified that Māori household is determined as per the electoral roll (self-identifying). For Pasifika, it is self-identifying ethnicity. In cases of infants, the parents will determine that. 
13. The Committee asked for clarification that rest homes, prisons and schools would not be approached despite high concentrations in the targeted suburbs. The researcher confirmed that they would not be approached.
14. The Committee asked if there would be any future use of samples. The researcher responded that there is no future use.

Summary of outstanding ethical issues

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

15. The Committee raised concern about the potential to spread an unknown case from household to household as a risk factor to consider.
16. The Committee stated that the invitation letter needs to specify that participation will involve person with the next birthday and could include minors in the household. In addition, the Committee requested it is made clear that in order to participate you must be able to consent for yourself (or a parent/guardian consent for a child)
17. The Committee requested that in the public information letter, “randomly selected” should be amended to say “randomly invited”
18. The Committee stated that a safety protocol specific to this study is required, needing to address safety concerns for entering other people’s homes, or potential blood exposure or COVID-19 transmission.
19. The Committee requested a tissue management plan to be included in the protocol as per National Ethical Standards for Health and Disability Research and Quality Improvement Chapter 14.
20. The Committee requested that timeframes around the blood for validation testing needs to be outlined in the protocol.
21. The Committee requested that cultural support be provided to Pacific community and that Pacific translations are provided.
22. Issues around lab capacity – are you worried? CI at the moment labs are BAU, but this may change and is unclear. 

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

23. Please amend to add statement that the research team have a legal obligation to pass on information if a test comes back positive.
24. Please amend under ‘Who pays” to clarify transportation options and costs can be covered if required.
25. Please amend to add information that a phlebotomist doing a home-visit is an alternative option to get a blood sample.
26. Please amend under risks that a needlestick injury is possible, and that there may be discomfort with the needle.
27. Please amend to provide information around the disposing of blood samples, and state whether a karakia will be performed.
28. Please include a full cultural statement for Māori. This can be found under the HDEC PIS/CF template on the HDEC website, and is as follows: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”
29. The Committee requested the removal of the ‘yes / no’ tick boxes from the consent form unless it is for a clause that is truly optional (i.e. the participant can answer ‘NO’ and still participate in the study). 
30. The Committee noted that validation blood use in the consent form needs a lay-explanation in the information sheet.
31. The Committee requested that the researcher refer to HDEC templates to amend the assent forms. The template can be found here: https://ethics.health.govt.nz/guides-templates-forms-0#temp
32. Please amend the advocacy email to advocacy@advocacy.org.nz


Decision 

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


33. Please update the invitation letters, participant information sheet and consent forms, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
34. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).   

After receipt of the information requested by the Committee, a final decision on the application will be made by Tangihaere Macfarlane and Leesa Russell
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	Ethics ref:  
	20/NTB/166 
	 

	 
	Title: 
	The C*STEROID Trial 
	 

	 
	Principal Investigator: 
	Associate Professor Katie Groom 
	 

	 
	Sponsor: 
	The University of Auckland 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
Katie Groom and Laura Mackay were present by videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. In New Zealand over 7500 babies are born by planned caesarean section (CS) each year and rates continue to rise. Planned CS poses some risk to babies, in particular, the need for admission to the neonatal unit (NNU) for breathing support which means mothers are separated from their babies.  
2. When given to mothers expecting a preterm birth, corticosteroid injections save babies’ lives and improve neonatal and childhood health. This knowledge has led clinicians to prescribe corticosteroids before a planned CS at or near term. Limited research in this area has shown that as well as benefits on neonatal breathing corticosteroids may lower baby’s blood sugar levels and so possibly cause harm. 
3. The C*STEROID Trial is a multi-centre, placebo-controlled, randomised trial across New Zealand and Australia able to assess the effects of corticosteroids on newborn and childhood health when given to mothers prior to a planned CS at or near term. It will provide the first high-quality evidence on the balance between benefit and harm of corticosteroids in this setting. It will reliably inform clinical practice for more than one in ten of all future births in New Zealand and globally. This trial will also establish a randomised cohort of sufficient size to be able to assess the childhood benefits and/or harm of this intervention.

Summary of resolved ethical issues 

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

4. The Committee queried if the steroid is given at any New Zealand site post-35 weeks. The researcher responded that there are varied answers from the feasibility study about whether this is in practice. The researcher stated that there is lack of evidence either way, but there is a drop in use post-35 weeks
5. The Committee queried the timing of consent post-birth of the baby. The researcher clarified that these births are via planned c-sections (not under general anaesthetic), and each of the sites would have its own system. An example provided is that a research midwife will be in with them after the birth. It will also be explained prior to the birth that they will need to sign the consent form on behalf of the baby after birth.
6. The Committee asked for clarification if data is being held in de-identified or identified form. The researcher responded that information collected is identifiable and will be stored in identified form.
7. The Committee queried if there was a safety plan around answers that indicate a participant is depressed. The researcher responded that there was. The Committee stated that there should be no delay in responding to these concerns.

Summary of outstanding ethical issues

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

8. The Committee stated that separate consent for the baby after birth needs to be clearer in the consent forms
9. The Committee requested a data management plan in the protocol. Please refer National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 12 for guidance.
10. The Committee requested that the statements in the flyer discussing what percentage of women would recommend this study to a friend be removed.
11. The Committee stated that documentation in the protocol is required on what procedures to follow if a participant passes away during their procedure. Please include under Severe Adverse Events section, ‘If for any reason the mother is unable to provide consent’ and add maternal death.

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

12. Add a separate written consent section for baby after birth.
13. Please review and amend for spacing, typos and formatting
14. Please amend to include that participants have the right to access their information and specify the following: “You have right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected.”


Decision 

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


15. Please update the flyer, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  
16. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
17. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  


After receipt of the information requested by the Committee, a final decision on the application will be made by Sarah Gunningham and Stephanie Pollard
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	Ethics ref:  
	20/NTB/167 
	 

	 
	Title: 
	Relevance of metabolic profiles in children with cardiac disease 
	 

	 
	Principal Investigator: 
	Mrs Sandra Divanisova 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
Sandra Divanisova was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This study will attempt to characterize the relationship between circulating acylcarnitines and related metabolites in children with known severe cardiac disease (congenital heart disease or childhood cardiomyopathy) compared to the normal population. This may prove to be of some diagnostic or prognostic utility.

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 specifics of how data is being accessed without accessing patient records. The researcher clarified that Starship has a database and will only be passing on the NHI numbers to the researcher from this cardiac database to link with the Newborn Screening Database, which will then be de-identified after linking by assigning a code.
3. The Committee asked why ethnicity data is not being included. The researcher responded that in order to get ethnicity data, they would need to access patient clinical records it as the cardiac database does not include that information.
4. The Committee clarified with the researcher that they are using identifiable health data, which contradicts answers to the application form.
Summary of outstanding ethical issues

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

5. The Committee stated that as this is for a Masters, the relevant university (Auckland University of Technology) is the sponsor and must be recorded as it has governance responsibilities.
6. The protocol is lacking detail surrounding the resolved ethical issues discussed above and is missing a data management plan. The Committee required further clarification around where the data is coming from, who has access, how this data is protected, where it is stored, how many patient’s data is being analysed, etc. This should be detailed in the protocol.
7. The protocol is unclear about the methodological basis and study design, and the Committee clarified that this isn’t an audit. The Committee encouraged the researcher to refer to National Ethical Standards for Health and Disability Research and Quality Improvement guidelines (Chapter 10) to aid in their understanding.
8. The Committee raised concern around the reliability of storing data on a personal computer hard drive, and recommend the researcher speak to their Supervisor or University for guidance around storing their data, then documenting this in their data management plan.
9. The Committee stated that while ethnicity is not being collected and data is de-identified, taonga status of Māori data should be acknowledged due to the incidence of cardiomyopathy in Māori over other populations and should be considered in design, outputs and cultural license.

Decision 

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


10. Please amend protocol, taking into account suggestions by Committee, particularly around data management. ((National Ethical Standards for Health and Disability Research and Quality Improvement, chapters 9, 10 & 12).  
11. Please add Auckland University of Technology as your sponsor.

After receipt of the information requested by the Committee, a final decision on the application will be made by Tangihaere Macfarlane and Jane Wylie.
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	Ethics ref:  
	20/NTB/168 
	 

	 
	Title: 
	Safety and efficacy study to compare oral semaglutide with placebo in children and adolescents ages 10 to less than 18 years of age with type 2 diabetes 
	 

	 
	Principal Investigator: 
	Professor Paul Hofman 
	 

	 
	Sponsor: 
	Novo Nordisk 
	 

	 
	Clock Start Date: 
	23 July 2020 
	 


 
No one was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. Despite the increased prevalence and the potential short-term and long-term risks associated with early onset of T2D, optimal regimens to treat children and adolescents with T2D are not established. Treatment approaches are often extrapolated from those used for adults. Insulins are approved for the treatment of paediatric T2D; however, insulins are associated with hypoglycaemia and weight gain and are therefore subject to considerable clinical inertia, i.e. the failure to initiate insulin or intensify the dose in a timely manner. GLP-1 RAs have therefore been suggested as another treatment option when glycaemic control is not achieved with metformin and insulin alone.
2. A randomised, double-blind, placebo-controlled design was chosen to limit potential bias in the conduct and interpretation of the trial and results. Stratification (<14 and ≥14 years of age at randomisation and by sex) has been implemented to ensure an even distribution of age groups and sex across treatments. The full effect of oral semaglutide on HbA1c is expected by 26 weeks of treatment which is why the primary endpoint is evaluated at week 26. Subjects will stay on their randomised treatment and continue the double-blind treatment period to 52 weeks to facilitate the collection of blinded, placebo-controlled safety data. The global standard of care for this population is metformin and/or insulin treatment, if glycaemic control cannot be achieved by metformin treatment alone. When entering the trial, subjects on metformin will continue treatment with metformin at a dose of ≥1000 mg (or max tolerated dose). After the 52-week treatment period, a 12-week follow-up period is included where subjects are not exposed to trial products.

Summary of outstanding ethical issues

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

12. The Committee stated that this study needs peer review, and an application made to SCOTT 
13. The Committee noted that the age of consent is 16 in New Zealand, so assent and parental consent are only appropriate for participants up to the age of 15.
14. The Committee stated it lacked information about the sub-study in order to review it.
15. The Committee stated that the insurance certificate is too broad and is not specific to the study. 
16. The Committee noted that withdrawal from the study does not need to be in writing.
17. The Committee raised concern around the investigator vulnerability around Tanner staging not being addressed, and that this procedure is not made clearer in the assent and information sheets.
18. The Committee stated that FUR is only brought up in the application form and is not referenced elsewhere, nor is there a separate consent form that is optional for the participants. The Committee also noted that blood samples being taken was not made clear, and require clarification around that.
19. The Committee stated that a data management plan is required, and more information about the third-party data protection needs to be made clearer. Please refer National Ethical Standards for Health and Disability Research and Quality Improvement, Chapter 12 for guidance.
20. The Committee noted that Māori consultation is required regardless of sample size, as there could be Māori participants, and the answer to Māori responsiveness questions were not appropriate. The Committee advises that relevant Māori cultural issues for this research would include blood samples as tapu, information as a taonga and the potential for whakamā in participants. The Committee requested the Researcher become familiar with these concepts and be mindful of this for future applications.
21. The Committee stated that conflict of interests was not adequately addressed
22. The Committee stated that the Sponsor ending for “any other reason” is incorrect as it could include commercial reasons, which is unethical.


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

23. Please amend to be appropriate for New Zealand audience, including a Māori cultural statement. Please refer to the HDEC template for guidance (link)
24. Please make it clearer in the assent form what Tanner staging is and procedure with that.
25. Please amend to ensure enough information around potential risks is explained to participants
26. Please amend the older child assent form to state “you are between 10 and 15 years old” due to the age of consent in New Zealand.

Decision 


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

27. 	The Committee stated there was some information not made clear to the participants that could affect their decision to participate, including clarification around Tanner staging and potential risks. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
28.  The Committee noted that FUR was referenced in the application form, but there was no clear outline in the protocol or an optional form provided for the participants to read and consent to. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
29. The Committee raised several concerns around third-party data protection, and that a data management plan was not provided. Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
30. No peer-review was provided, and the Committee noted that due to the nature of the study, it would require a SCOTT application. Please supply an independent peer review for the current version of the study protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26).  
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Patrick Kelly was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study will review the outcome of referral to the police for all children and young people who received an assessment for alleged sexual abuse at Starship Children's Health from 1 January 1999 to 31 December 2018. Specifically, it seeks to establish: 1. How many had a medical examination, and the findings of that examination (that is, the presence or absence of diagnostic medical findings), 2. How many went on to have a forensic (evidential) interview, 3. How often criminal charges were laid, and the type of charges laid, 4. What was the outcome of criminal prosecution, 5. What was the relationship (if any) between the findings on medical examination, the type of charge laid and the outcome of prosecution The Committee requested the Researcher give a brief overview of the ethical issues of the study. The Researcher stated they have performed medical assessments on child and adolescent victims of sexual abuse for twenty years, but it is unknown what effect this has on prosecution outcomes. The Researcher stated they feel obligated to investigate whether a potentially traumatising assessment has an impact on conviction. The Researcher stated the health information has already been shared with Police and they are requesting information on conviction outcomes to link to the assessments. The Researcher stated they believe it is important to inform what doctors and nurses do when they examine these children, what the benefit are and what the implications of evidence at criminal court are. 


Summary of resolved ethical issues 

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


2. The Researcher stated they believe the young people they examined would be astonished that no one had considered the question of whether the experience they endured, and the exam findings contribute to court outcomes and why it has not been studied. The Researcher stated it is common for the defence counsel to argue that photographs of the victim’s genitals should be shown to the jury prove there was no assault, alleging that if there is no visible injury or trauma then an assault could not have occurred. The Researcher stated this is still a common defence today and there is a lack of modern research which is needed to educate juries on the reality of examination findings rather than myths exploited by the defence. 


3. The Committee suggested one approach to the privacy issue would be for the DHB to apply to the Ministry of Health and to form an inter-agency data sharing agreement which would be ratified by the Privacy Commissioner. The Researcher stated they were unsure why the topic of sexual abuse was being treated different to other forms of abuse they have studied e.g. head trauma. The Researcher stated they initially provided the health data to the Police and do not see how a data sharing agreement would add a layer of security. The Committee stated it was because the data collected by Police would not be used for the primary purpose in which it was generated as it was for research and as a Health and Disability Ethics Committee it is bound to the NEAC guidelines. The Researcher stated that the Police research panel have their own ethical and legal obligations in how they release information and in previous studies any information they released went through their own process with their own controls. The Committee stated it can agree with this approach and defer to the Police to release their own data to the Researcher. 
4. The Committee queried whether the Police data would have any information about the offender. The Researcher stated it would not and they are not interested in the offender for this research. The Researcher stated the only potential information involving the offender is how many times the victim was assaulted and in what form, along with the prosecution outcome (e.g. conviction vs acquittal). The Committee queried whether this was a binary conviction or not or whether other variables would be present e.g. sentence length. The Researcher stated no and although that would be an interesting future study it is not an objective of this one. 
5. The Committee queried what identifiers about the victim the Police data would have. The Researcher stated they would need to provide the name and date of birth to the Police as they do not use NHI and so data would be identified initially. The Researcher stated once they receive the Police data and link it to the health data they will attach a study code then de-identify it. The Researcher confirmed all data would be presented in aggregate and it would be unlikely to identify any one case. 
6. The Committee queried whether Māori were overrepresented in this population. The Researcher stated they were and as part of the locality process will go through Māori review panels at Auckland and Waitematā DHBs. The Researcher stated they have to rely on the DHB groups as there is no dedicated Māori advocacy group in this area. 


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 it supports the research and believes it to be worthwhile, although there are privacy concerns around the use of information. The Committee stated it does not believe the Code of Health and Disability Services Consumers' Rights applies in this case as there is no health or disability service being provided. Nevertheless, there is the issue that while Police have access to these records as part of their standard work investigating the case and prosecuting the offender, they are not used for research purposes. The Committee stated in order to grant a waiver of consent it must consider whether these young people would consent to their interview transcripts being used by a third party for research purposes. 
8. The Committee reiterated it is valuable research that ought to happen but in a research setting obtaining consent for the use of information is the default starting position, however in this case the potential for harm is too great and so a waiver is justified. The Committee advised that it may grant a waiver of consent if certain conditions are met e.g. appropriate data governance.  The Committee explained this is complicated by the fact that this study will be linking health data to non-health data which is outside of HDEC’s remit. The Committee queried whether the Police database is governed by Police or the Ministry of Justice.  The Researcher stated they were uncertain but would also seek approval through the Police research panel who are bound by their own legislation in what information they can disclose and how. The Committee stated the difficulty involves the secondary re-use of data and so a suitably detailed data management plan that complies with the NEAC guidelines will need to be in place in order for it to approve the application. The Committee advised it is critical that safeguards be in place to prevent the data being linked in a way that may identify people.
9. The Committee stated privacy rules state that information should be used for the purpose in which it was collected which in this case is not research. The Researcher stated they believed it was generated to facilitate a criminal prosecution and it is currently unknown whether the medical examination actually hinders or assists in that prosecution. The Researcher stated from a health perspective they are putting children through this process at the request of Police with the underlying assumption that medical examinations are important in prosecution without any evidence to confirm this. The Committee requested the Researcher consult with the Privacy Commissioner and provide evidence of correspondence to reassure it that the study would not violate the Privacy Act. 
10. The Committee stated another aspect of granting a waiver involved community consultation and whether there are advocacy groups. The Researcher stated there was but as they are driven by adults they feel the voices of the children can get lost. The Committee advised the Researcher that an important part of their justification for the waiver will be to highlight that a clear advocacy voice to consult with does not exist in this area. 
11. The Researcher queried if there was a model data management plan or template to adapt. The Committee stated there was not currently an HDEC template and the only requirement is that it complies with the NEAC guidelines. The Committee advised that in this case it would recommend Sharefile (which can be obtained from the DHB) and REDCAP for security rather than excel or a USB stick. 

Decision 


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


12. Please provide a justification for a waiver of consent that complies with the NEAC guidelines. National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.47).  
13. [bookmark: _Hlk43819187]Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
14. Please consult the Privacy Commissioner and provide assurance the proposed research complies with New Zealand privacy requirements (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.14).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Cordelia Thomas and Leesa Russell




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:
	01 September 2020, 12:00 PM

	Meeting venue:
	Via Zoom





3. Review of Last Minutes

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




The meeting closed at 6.15pm
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