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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	02 April 2019

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



	Time
	[bookmark: _GoBack]Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 05 March 2019

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

	12:30 – 12.55
12.55 – 1.20
1:20 – 1:45
1:45 – 2:10
2:10 – 2:35
2:35 – 3:00
3:00 – 3:25
	i 19/NTB/35 (John/Jane)
ii 19/NTB/36 (Tangihaere/Stephanie)
iii 19/NTB/37 (Maliaga/Nora)
iv 19/NTB/45 (John/Jane) 
v 19/NTB/41 (Tangihaere/Nora)
vi 19/NTB/42 (Maliaga/Leesa)
vii 19/NTB/38 (Kate/Stephanie)

	3:25pm
	General business:
Noting section

	3:30pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

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

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

	Miss Tangihaere Macfarlane 
	Lay (consumer/community perspectives) 
	20/05/2017 
	20/05/2020 
	Present 
	 

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	24/07/2015 
	19/03/2022 
	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 
	Present 
	 

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


  
Also in attendance: 

	Name  
	Position (or reason for attending)  
	 

	Ms  Susan Sherrard 
	New member
	 


 

Welcome
 

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

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.


Confirmation of previous minutes


The minutes of the meeting of 5 March 2019 were confirmed.



New applications 


	 1  
	Ethics ref:  
	19/NTB/35 
	 

	 
	Title: 
	Hyperbaric Oxygen Therapy for the treatment of acute sensorineural hearing loss 
	 

	 
	Principal Investigator: 
	Dr Ben Thomson 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	14 March 2019 
	 


 
Dr Ben Thomson was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a nonrandomised intervention study comparing hyperbaric oxygen therapy and corticosteroids (SOC) with corticosteroids alone, for severe sensorineural hearing loss which has occurred less than 3 days prior. Treatment with corticosteroids is the current standard of care, but has a mixed prognosis. It is hoped that the additional treatment with hyperbaric oxygen therapy may reduce hearing loss.

Summary of outstanding ethical issues

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

2. The Committee queried whether allowing participants to self-select for the treatment, rather than assigning the treatment through randomization, might lead to bias. The Researcher explained that a self-selection design was preferred to ensure that enough participants would be recruited, as it was expected that participants would prefer to have the hyperbaric oxygen therapy. This lead to the following two concerns for the Committee:
i) The Committee did not feel that the evidence of peer-review showed that sufficient consideration had been given to the design of the study, and in particular that advice on the participant recruitment method had been given.
ii) The Committee stated that the self-selecting design could be justified for a safety and feasibility study, however given that a Cochrane meta-analysis had already been done showing a 15-decibel gain in the hyperbaric oxygen, it expressed concern that the present design might prevent the study from contributing any further useful information to the literature. The Researcher accepted this concern and stated that he would be willing to re-write the protocol with a randomized design.
3. The Committee stated that the protocol was lacking in detail. It suggest that the Researcher refer to protocol guidelines such as the Spirit guidelines. In particular, it asked that the protocol include: more background and justification on why the Researcher is doing the study; more detail on your existing treatments, such as steroid doses, and what doses the Researcher intends to use in the study; more detail on the oxygen treatment (how long it takes, where it will be done, who will do it, who will supervise, and the endpoints and what will be measured, in terms of outcome identification and results from the study); and references. It noted that some of this information may be transferred from the slides uploaded.
4. The Committee requested that more formal evidence of peer review be provided, and that it be shown that the peer-reviewer is a specialist in the field.

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

5. Administrative changes: 
· Please add the title, job designation and contact details for the lead investigator on page 1. 
· Note that it is not acceptable to use the "on-call ENT registrar" as your contact point for this research study either on page 1 or on the formal Contact page. 
· Add the version number to the footer to avoid confusion with revisions.
6. Please correct the typos on pages 1 and 3.
7. Explain what hyperbaric oxygen is, how it is administered, and what a participant can do during the 3 hours they are there (if they can read, or presumably they cannot use electronic devices).
8. If you are you collecting data from the clinical record such as on comorbidities? If so, add this to the PIS. 
9. Note that the data to collect from participants may be used in a de-identified way in your database, but it is not collected in an anonymous way. You will need to maintain identification until you have collected the final data points at 1 month after treatment.
10. Please mention who will have access to the data, where it will be stored and with what security arrangements, that you are proposing to share it with Australian colleagues in a de-identified form, and that you will publish the results in an unidentifiable form. 
11. Under benefits/risks, please add:
· A statement that they may not receive any added benefit from hyperbaric oxygen.
· Can 'barotrauma' burst the ear drum? If they experience pain on Day 1, will the pressure be modified subsequently or will they need to drop out? 
· What provisions will you make for parking and will you cover their transport costs for 10 days? Consider providing a koha for their time. You may also want to consider trying to obtain sponsorship.
· Whether there may be a risk to unborn children with corticosteroids or hyperbaric oxygen therapy.
12. Please add Maori health support contact details
13. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement:	 
“If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.
If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.	
14. Please add information on future unspecified research and what the parameters are for this – ensuring that this is either stated as future unspecified research, or specified.
15. Please acknowledge that tissue is going overseas, and note where this is stored and whether it will be returned, disposed, or stored (in which case you will need to look into tissue-banking requirements).  
16. Identify Christchurch District Health Board (written in full), as the study sponsor.

Decision 

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

· Peer review should assess the design and methods of a study (Ethical Guidelines for Intervention Studies appendix 1).
· The amount of detail in the written protocol and the extent of protocol review processes should be sufficient to ensure appropriate conduct of the study and to cover the level of risk the study presents to participants (Ethical Guidelines for Intervention Studies para 5.41).

 

	 2  
	Ethics ref:  
	19/NTB/36 
	 

	 
	Title: 
	STONES 
	 

	 
	Principal Investigator: 
	Professor Peter Gilling 
	 

	 
	Sponsor: 
	Applaud Medical Inc 
	 

	 
	Clock Start Date: 
	19 March 2019 
	 


 
Andrew Copley and Daniel Laser 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 the efficacy an external ultrasound device and an intra-ureter enhancer-drug treatment system (Enhanced Lithotripsy System) to break up renal stones. This is a new device that uses acoustic energy in combination with a special material that is placed in the patient’s ureter. It is hoped to prove as efficacious as existing nonsurgical renal stone treatments, which have the disadvantage of being painful and requiring general anaesthetic. 
2. The intervention involves cystoscopy with local anaesthetic and intra-ureter cannulation.1-3 ml of acoustic enhancer (a liquid containing microspheres of lipid and perfluroalkane gas that expand and contract with sound waves) is squirted into the ureter and left to attach to the stone over ~30 seconds before being blasted away from an externally placed ultrasound probe emitting low intensity waves. The process is undertaken up to 80 times, and the whole procedure takes ~2 hours. 

Summary of resolved ethical issues 

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

3. The Committee asked whether the CI for the study has had training or experience in this procedure. The Researchers explained that the CI does not have prior experience, but will be given an online presentation about the device and the procedure, and will have a clinical assistant present during the first procedure.
4. The Committee asked if the Researchers had received Maori consultation and whether they knew of the prevalence of kidney stone disease in Maori. The Researchers responded that Maori consultation was underway, and that they would do research into the prevalence of kidney stone disease in Maori.
5. The Committee alerted the Researchers to the cultural issues for Maori of whakama (embarrassment), whakapa (the invasive nature of the procedure), as well as taking, storing, transporting and disposing of tissue.

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 stated that enrolment should be defined as starting at consent. 
7. The evidence of peer review provided in the application was evidence of statistical review only. The Committee requested evidence of independent clinical review by a urologist

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

8. Please have Professor Gilling make the PIS relevant to his patient group, i.e. stating whether participants may receive general anaesthesia or not.
9. Please add the number of patients who have had the same procedure previously.
10. Please make clear that videos taken during the procedure will be used for training and review purposes only, and that the images will not be shared with other people or used for marketing or publication.
11. Please identify your Maori support contact.
12. Please proof-read the PIS, simplify any long complex sentences and correcting typos (i.e. the risks should be described in lay terms). 
13. The Committee requested the compensation wording is updated for accuracy, they suggested the following text: 
“As this research study is for the principal benefit of its commercial sponsor [insert name], if you are injured as a result of taking part in this study you won’t be eligible for compensation from ACC.
However, [insert name] has satisfied the [ insert name] Health and Disability Ethics Committee that approved this study that it has up-to-date insurance for providing participants with compensation if they are injured as a result of taking part in this study. 	
New Zealand ethical guidelines for intervention studies require compensation for injury to be at least ACC equivalent. Compensation should be appropriate to the nature, severity and persistence of your injury and should be no less than would be awarded for similar injuries by New Zealand’s ACC scheme.  	

Some sponsors voluntarily commit to providing compensation in accordance with guidelines that they have agreed between themselves, called the Medicines New Zealand Guidelines (Industry Guidelines).These are often referred to for information on compensation for commercial clinical trials. There are some important points to know about the Industry Guidelines:	

· On their own they are not legally enforceable, and may not provide ACC equivalent compensation. 	
· There are limitations on when compensation is available, for example compensation may be available for more serious, enduring injuries, and not for temporary pain or discomfort or less serious or curable complaints.  	
· Unlike ACC, the guidelines do not provide compensation on a no-fault basis:	
· The Sponsor may not accept the compensation claim if: 	
· Your injury was caused by the investigators, or;	
· There was a deviation from the proposed research plan, or;	
· Your injury was caused solely by you.	
· The injury was caused by <<NAME OF COMPARATOR DRUG>> (include only if holds true for specific study)	
· An initial decision whether to compensate you would be made the by the sponsor and/or its insurers.  

If they decide not to compensate you, you may be able to take action through the Courts for compensation, but it could be expensive and lengthy, and you might require legal representation.  You would need to be able to show that your injury was caused by participation in the trial.
You are strongly advised to read the Industry Guidelines and ask questions if you are unsure about what they mean for you.	
If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.”
14. Please add sponsor’s name and address to the front page header (identifying the sponsor as CDHB).
15. Please amend the Reimbursement statement on page 5 from ‘may be reimbursed’ to ‘will be reimbursed’ and clarify what ‘up to the value of $50’ is inclusive of.
16. The statement referring to benefits for other patients on page 6 is unduly persuasive, please remove.
17. As tissue (blood and urine) will be collected in this study, the Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The Committee recommended the following statement: 
“You may hold beliefs about a sacred and shared value of any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
18. Please clarify ‘ELS’ the first time it is used on page 1.
19. Add that a dose of diuretic is given before the treatment is given.
20. Include what the SOC treatment is as an alternative to being in research project.
21. Put a heading "Costs/payments" or similar before the relevant section on page 5. 
22. Please amend the section on Contraception on page 7: add a heading and provide clearer advice. Consider using the HDEC approved wording in the ‘Reproductive risks in participant information sheets template’ (go to https://ethics.health.govt.nz/guides-templates-forms-0).
23. Please remove the yes/no tick boxes from the consent form for all statements that aren’t truly optional, i.e. those where a participant could select ‘no’ and still participate in the study. Please also add a box for consent to collect video images.	

Decision 

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

· Please update the protocol, redefining enrolment (Ethical Guidelines for Interventional Studies paragraph 2.7).
· Please update the committee regarding the results of the consultation with the Maori Research Review Committee (Ethical Guidelines for Interventional Studies paragraph 4.9). 
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Interventional Studies paragraph 6.13).

This following information will be reviewed, and a final decision made on the application, by Miss Tangihaere Macfarlane and Mrs Stephanie Pollard.


	 3  
	Ethics ref:  
	19/NTB/37 
	 

	 
	Title: 
	CA045-002 
	 

	 
	Principal Investigator: 
	Dr Nicola Lawrence 
	 

	 
	Sponsor: 
	Nektar Therapeutics 
	 

	 
	Clock Start Date: 
	21 March 2019 
	 


 
Dr Nicola Lawrence and Mrs Pallavi Wyawahare 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. This is a stage 3 study of an experimental agent NKTR-214 (pegylated IL2) and NZ-approved nivolumab (PD-L1 inhibitor) compared with SOC for people with locally advanced kidney cancer not amenable to surgical clearance or with metastases already present. The NKTR boosts the number of helper and Natural Killer T cells and promotes the expression of PD-L1 on their surface. It can thus interact positively with the checkpoint inhibitor nivolumab, to boost the person’s natural immune attack on tumour cells. This is quite a different mechanism of action from the SOC sunitinib, which is a tyrosine -kinase inhibitor that acts within tumour cells to scramble their mechanics.
2. The treatment will be given 3 times a week for up to 2 years.

Summary of resolved ethical issues 

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

3. The Committee noted that one of the side-effects of the study treatment is a delayed effect on blood pressure, potentially causing blood pressure to drop after participants have left the site. The Committee suggested providing a home blood pressure measuring device for safety, and the Researcher agreed to discuss it with the sponsor.
4. The Committee expressed its concern that having two patient pocket cards- one from the DHB and one from the sponsor- could be confusing for participants. The Researchers clarified that they would only be using the ADHB pocket card.

Summary of outstanding ethical issues

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

5. The Committee requested a copy of the CI’s indemnity certificate.

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

6. The Committee queried why the study title referred to “the Investigator's Choice of Sunitinib or Cabozantinib” when the PIS refers to Sunitinib only. The Researcher explained that in New Zealand Sunitinib is funded as a first-line treatment for Kidney cancer whereas Cabozantinib is not. Consequently, only Sunitinib would be used. The Committee requested that this be clarified in the PIS.
7. Please move the offer of an interpreter to the beginning from the last page.
8. Add that hepatitis and HIV tests that are positive must be reported to Health Ministry.
9. Please specify what sports drinks that are available in New Zealand would be suitable for participants (or what they should look out for in a sports drink).
10. On page 6, the side-effects of the study drugs listed is too long to be helpful – please either remove extremely unlikely side-effects or prioritise them. The content and layout of this section needs to be reviewed, such that all side-effects that participants need to report are defined.
11. On page 9 you say CT has a risk of radiation. Every CT involves radiation; please reword.
12. Please remove reference to the MUGA scan, as you are not using it.
13. On page 11, there is a section about what to do if you suspect pregnancy – please re-word, and it is suggested you use the phrase “if you are found to be pregnant…” for simplification and clarity.
14. One page 12, the month of birth as well as the year is put on the unique study code. The Committee expressed concern that this increases the possibility of re-identification. It requested that the month be removed from the code.
15. On the main PIS/CF there is the option to have extra biopsies during cycle 1, as well as if there is progression of the tumour. Please add more information about this (what is involved, why the participant may be asked and what the risks are), and move all information as well as the yes/no consent tick box to the end of the form, after the main consent page.
16. Page 13: remove from the list of reasons for withdrawing someone from the study: "any reason", and "because you do not consent to future changes the sponsor may make in the study plan". This is too broad. 
17. Page 13, there is a duplicated sentence: "this may involve contacting you again by phone or letter". 
18. Page 13: clarify what you mean by 3rd party representative. It is preferred that you limit this to the person's GP. 
19. Please review the information on tissue and data handling on page 14. Ensure that the information there applies to all participants and not to the optional future unspecified research.
20. Cultural statement, page 15: it is suggested to change it to “It is recommended you consult as appropriate, for example with a kaumatua”.
21. Contacts page: identify Maori health support details.
22. Alter the following terms for the NZ context: ‘yard work’ to ‘gardening’, ‘doctor's office’ to ‘clinic’ 
23. Pregnant Partner PIS: 
· Please change the heading to include pregnant participants, as they are specifically addressed in the document.
· Please use the term ‘maternity carer’ rather than gynaecologist.
24. In the advanced disease treatment consent form there is a reference to an authorized person. Please remove this.

Decision 

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

· Please provide a copy of the Coordinating Investigator’s indemnity certificate (Standard Operating Procedures for Health and Disability Ethics Committees para 150.1-150.2)
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.13) 

This following information will be reviewed, and a final decision made on the application, by Mrs Malagia Erick and Dr Nora Lynch.



	4  
	Ethics ref:  
	19/NTB/45 
	 

	 
	Title: 
	AB-729-001:Safety, Tolerability, and Pharmacokinetics of AB-729 in Healthy Subjects and Subjects with Chronic HBV Infection 
	 

	 
	Principal Investigator: 
	Prof Edward Gane 
	 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 
	 

	 
	Clock Start Date: 
	21 March 2019 
	 


 
Professor Edward Gane and 	Ms Roselyn Shah 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. A 3-part phase 1a/1b first in human study to investigate the safety, tolerability, pharmacokinetics and pharmacodynamics of study drug AB-729 given by subcutaneous injection in healthy subjects and in those with chronic Hepatitis B.
2. AB729 is a wide-acting anti Hepatitis B viral siRNA conjugated to GALNAc. The novel action of this drug is that it inhibits Hepatitis B virus replication and many stages of its lifecycle, therefore it will clear the virus better and overcome resistance etc. of existing nucleoside analogues. The sponsor will provide oral nucleoside analogue anti-virals to be taken in combination with the study drug in chronic Hepatitis B participants.

Summary of resolved ethical issues 

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

3. The Committee requested that while healthy participants may be asked to refer a friend for recruitment, that they not be incentivised for doing so. The Researchers agreed.
4. The Committee expressed concern that by excluding all women of child-bearing potential between 18-45 years in effect will exclude all women from the study. The Researchers acknowledged this, but argued that as the study is a first-in-human trial, the study drug could affect growing embryos, and that no form of contraception is 100% effective. Furthermore, it was explained that women would be included in later phases of assessment, and therefore that excluding them from the first phase would mean not exposing them to risks where there may be no benefit. This was accepted by the Committee.
5. The Committee enquired as to whether any other trials in the same drug class have been done by other companies, and if such studies showed any off-target effects. The Researchers stated that they have been involved in 2 previous studies using the same drug platform, which have shown to be safe. They explained that the only off-target effect is the treatments did not target the liver but were sorted by the kidney, causing kidney impairment. However, with this newer technology they do not expect to see this because the receptor which takes up the drug is recycled every 2-3 minutes, and therefore is very hard to saturate. They also mentioned the risk that, because the drug binds to genomic material, it could bind to human RNA. However, because it is very specific for the hepatitis B genome this is not expected (as the hepatitis B genome is very unique). 
6. The Committee inquired into the financial stability of the company, given that it is small and relatively recently formed. The Researchers explained that although the company is new, it was formed by the merging of two previous companies and has well respected scientists which should ensure its ongoing stability.

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

7. Please make clear that the reimbursement rates are for each visit.
8. FUR PIS: please state the city where tissue will be sent, if available.
9. Pregnant Partner PIS/CF: 
· Statement by consenter refers to “legally authorised representatives”, please remove.
· Re-consent after the baby is born: make that specific to collecting data on the new-born baby.

Decision 

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

· Please amend the protocol and Information Sheets, removing the offer of any incentive for participants to refer a friend for the study. (Ethical Guidelines for Intervention Studies para 6.8).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.13).

This following information will be reviewed, and a final decision made on the application, by Mr John Hancock and Mrs Jane Wylie.




	 5  
	Ethics ref:  
	19/NTB/41 
	 

	 
	Title: 
	Evaluation of a Peer Led Wheelchair Skills Group for Children. 
	 

	 
	Principal Investigator: 
	Ms Debbie Wilson 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	21 March 2019 
	 


 
Dr William Miller 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 investigates the suitability of a wheelchair training course for children in New Zealand, using peers in chairs rather than an occupational or physiotherapist as per this organisation’s usual training session. The protocol is modelled on similar programs which have been developed in Canada for adult wheelchair users, but is now being applied to children in the New Zealand context.
2. It aims to see if the program can increase social participation, wheelchair skills and confidence of child users.

Summary of resolved ethical issues 

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

3. The Committee asked why the study data was not to be analysed in New Zealand, and expressed concern that the New Zealand researcher involved may not benefit from the process. The Researchers agreed that the New Zealand researcher would conduct the data analysis.

Summary of outstanding ethical issues

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

1. The Committee questioned why the New Zealand Researcher was not listed as the Lead/Co-ordinating Investigator in the PIS. The Researchers explained that this was chosen as she did not feel that her CV demonstrated sufficient research experience. The Committee reassured the Researchers that given the support of the international experts in the research team, this was acceptable, and preferred as it would more readily allow participants to contact the local researchers. The Researchers agreed to transfer the role of Lead Investigator to the New Zealand researcher.
2. The Committee asked that the Researchers identify who the study sponsor is, and adjust all documentation accordingly.
The HDEC definition of a sponsor is: any individual, company, institution or organisation that has responsibility for the initiation, management and/or financing of a clinical trial.

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

3. Please amend the Participant Information Sheet and Consent Forms to reflect New Zealand law regarding the age of consent.
Specifically:
· The Participant Information Sheet for older children is suitable for consenting those over 16 years of age only. Please amend it to reflect this, e.g. remove statements such as “between 5-17 years of age” and references to contacting their parents.
· Please provide two or more Information and Assent Forms to apply to children under 16 years of age, tailored for different age-groups. You may refer to the ‘Assent form instructions and checklist ’ and ‘Model patient information sheet and assent form (for patients 7–11 years old)’ on the HDEC website for guidance (https://ethics.health.govt.nz/guides-templates-forms-0).
4. In all forms: 
· Add information about Seating to Go in the first paragraph.
· Please mention the mentoring ratio.
· State whether the program will occur on a weekend or weekday.
· State that identifying data will stay at the site.
· Please remove the yes/no tick boxes from the consent form for all statements that aren’t truly optional, i.e. those where a participant could select ‘no’ and still participate in the study.
· Please provide contacts for the study coordinator, an independent advocate, the HDEC secretariat, and an independent Maori contact.
· Under ‘what are my rights’ on page 3, please specify how a participant may withdraw.
· On page 3 after “Quebec city”, please add Canada.
· Add a clear statement that it is ok not to be part of the evaluation and still to take part in the training.
5. Please create two documents from the Wheelchair Use Confidence Scale, using smiley faces only for younger children and another scale for older children.

Decision 

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

· Please transfer the role of Coordinating investigator (otherwise known as the Principle Investigator) to the New Zealand-based researcher, and adjust all study documentation accordingly.
· Please identify the relevant sponsor for the study (Standard Operating Procedures for Health and Disability Ethics Committees: glossary).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.13) 

This following information will be reviewed, and a final decision made on the application, by Miss Tangihaere Macfarlane and Dr Nora Lynch.
 

	 6  
	Ethics ref:  
	19/NTB/42 
	 

	 
	Title: 
	IMPACT-Type 1 
	 

	 
	Principal Investigator: 
	Professor Paul Hofman 
	 

	 
	Sponsor: 
	Liggins Institute, University of Auckland 
	 

	 
	Clock Start Date: 
	21 March 2019 
	 


 
Professor Paul Hofman and Dr Dana Signal were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a cross sectional observation cohort study of Type 1 diabetics aged 12-16 under the Starship community clinics (across Auckland) and their nondiabetic friends or family members.
2. It aims to collect data on body composition, cardiovascular and metabolic function, psychologic wellbeing, food intake and physical activity patterns of the two groups, thereby assessing the impact of Type 1 diabetes. It also aims to examine the association between the above measures as well as measures of socioeconomic level, gender, and ethnicity with degree of diabetic control in the Type 1 diabetic cohort.

Summary of resolved ethical issues 

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

3. The Committee why the Researchers were conducting the assessments over two sessions rather than just one, noting that the peer-review had suggested doing one session. The Researchers explained that since receiving the peer review they have decided to allow participants to choose. 
4. The Committee suggested for future research that consultation with Maori be involved earlier, in the design of the study.
5. The Committee suggested that a form of compensation more relevant to all population groups than a book voucher be provided.
6. The Committee suggests that  consultation with Pacific peoples be undertaken, especially because of the disproportionate burden of diabetes and difficulties recruiting into research It suggested contacting the ADHB Pacific support group, the Pacific unit at the University of Auckland School of Population Health, or Moana Research.

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 there is the potential for some of the questions in the questionnaires/surveys could be quite upsetting. It said that the Researchers need to have a safety protocol in the event that a child is upset by the questions, or that they show that the child has mental health risks, abuse at home or other concerns. The Researchers responded that they did have a plan to forward any concerns to the clinical psychologist. The Committee asked that the plan be included in the protocol, and that it clearly detail what results would lead to the psychologist being notified or if any other action may be taken. All PIS documents should also include that the clinical psychologist may be contacted in this event.
8. A data management plan should be added to the protocol.
9. The Committee questioned how the Researchers had responded to the peer reviewer’s concerns that their study would not be powered to address hypothesis 2. The Researchers admitted that the study might not be powered to answer the hypothesis, but wanted to look at it nonetheless. The Committee suggested that the hypothesis be re-worded in a more exploratory fashion.
10. The peer reviewer also stated that the recruitment target is ambitious; the Committee inquired as to whether the Researchers have a backup plan. They explained that they are hoping to meet the target, but may have to extend the study period. The Committee asked to see the Researcher’s strategy for ensuring adequate recruitment in the protocol.

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

11. The PIS document addresses parents, young adults and children. These three groups need to be addressed separately in three separate PIS/CF or AF documents.
12. Please include the option for participants to choose either to attend two shorter assessment sessions or one longer session.
13. The Committee expressed concern that some individuals may not want to participate in the study if their siblings are also participating. The Researchers agreed to add “if you want your sibling excluded we will respect that”, or similar.
14. Add the trial number.
15. Add more information on how data will be stored, managed, and how confidentiality/privacy will be ensured.
16. Please remove reference on the PIS for young adults that parents will receive the results of the assessments – this should be given to the participants.
17. Include the option to have an interpreter.
18. Please number the pages.
19. Add information about the Liggins institute in the first paragraph.
20. Under ‘what are my rights’ clarify how people may withdraw from the study.

Decision 

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

· Please update the protocol, with the following amendments:
· Include the option for participants to choose either to attend two shorter assessment sessions or one longer session (Ethical Guidelines for Observational Studies para 4.2).
· Add a data management plan to the protocol, and update the PIS documents accordingly (Ethical Guidelines for Observational Studies para 8.3)
· Include a safety response plan for the event that a participant’s answers to the questionnaires (Standard Operating Procedures for Health and Disability Ethics Committees para 5.5).
· Re-word hypothesis 2, softening the aim to be more exploratory (Ethical Guidelines for Observational Studies para 5.7).
· Include a strategy for ensuring adequate enrolment (Ethical Guidelines for Observational Studies para 6.5).
· Add a maximum time-gap that will be considered reasonable between when the blood samples are taken and when the other measurements in the study are made. 
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies paragraph 6.10)

This following information will be reviewed, and a final decision made on the application, by Mrs Malagia Erick and Mrs Stephanie Pollard.
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Dr Stephen Merrilees, Helen Knight and were present in person for discussion of this application.

Potential conflicts of interest

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

A potential conflict was raised Stephanie Pollard, but the Committee deemed it was not material and she was invited to remain and partake in discussion.

Summary of Study

1. The study investigates the safety of the N-finity System, a novel device for treating veno-occlusive disorder, which is a major cause of erectile dysfunction. This is a first-in-human, prospective, single centre study.

Summary of resolved ethical issues 

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

2. The Committee questioned the decision to pay a medical professional not part of the intervention team to be present as an observer on the procedure. The Researchers agreed not to do so.

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

3. Remove the yes/no question regarding the presence of sponsor representatives for the first cohort of participants, as this is not a genuine option.  
4. The Committee asked whether the Researchers would be willing to put a statement in that the clip may be removed in the chance of infection. The Researchers expressed their concern that removal would be a complicated procedure, and they do not want to give people the impression that they can choose to remove it easily. The Committee insisted that participants should know that if something goes wrong that it will be possible to remove. The Researchers agreed to state “it is not designed to be removed”.

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies paragraph 6.10)

 
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:
	7 May 2019

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



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 3:30pm.
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