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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	18 June 2019

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



	Time
	Item of business

	1:00pm
	Welcome

	1:05pm
1:10pm
	Confirmation of minutes of meeting of 21 May 2019
Committee business (CLOSED)

	1:38pm
	New applications (see over for details)

	1:38 – 2:10
2:10 – 2:45
2:45 – 3:15 
3:15 – 3:35 
4:10 – 4:30
4:30 – 5:00
5:00 – 5:25
5:55 – 6:10
6:10 – 6:30
6:30 – 6:45
	 i 19/NTA/89 
 ii 19/NTA/82 
 iii 19/NTA/71 
 iv 19/NTA/81 
 v 19/NTA/77 
 vi 19/NTA/72 
 vii 19/NTA/68 
 ix 19/NTA/91  
 x 19/NTA/84 
 xi 19/NTA/85 

	
	Second opinion on the merits of the decision of another HDEC (see over for details)

	5:30 – 5:55
	viii 19/NTA/86 (Catherine/Kate)

	
	General business:
Noting section

	6:10pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	18/07/2016 
	18/07/2019 
	Present 
	 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	11/11/2015 
	11/11/2018 
	Present 
	 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/11/2015 
	11/11/2018 
	Present 
	 

	Ms Toni Millar 
	Lay (consumer/community perspectives) 
	11/11/2016 
	11/11/2019 
	Apologies 
	 

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	14/06/2017 
	14/06/2020 
	Present until 5:40pm
	 

	A/Prof Manuka Henare 
	Lay (consumer/community perspectives) 
	19/03/2019 
	19/03/2022 
	Present 
	 

	Ms Catherine  Garvey 
	Lay (the law) 
	19/03/2019 
	19/03/2022 
	Present 
	 


Welcome
 

The Chair opened the meeting at 1:00pm and welcomed Committee members, noting that apologies had been received from Ms Toni Millar and Ms Rochelle Style (for after 5:30pm).

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 21 May 2019 were confirmed.



New applications 


	 1  
	Ethics ref:  
	19/NTA/89 
	 

	 
	Title: 
	EQUIP-Study evaluating EQ001 in patients with Moderate-to-Severe Uncontrolled Asthma 
	 

	 
	Principal Investigator: 
	Dr Andrew Veale 
	 

	 
	Sponsor: 
	INC Research New Zealand Limited 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
Dr Andrew Veale was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is a Phase 1B study of EQ001 in participants with moderate-to-severe asthma, to determine its safety and effectiveness for this indication as well as to decide what doses of EQ001 should be studied next. This research project will also test how long EQ001 stays in your body and what blood tests can be used to monitor safety and possible effectiveness of EQ001. Although this is the first in human trial of the study drug for this condition, the side-effect profile is known from application for a different condition.

Summary of resolved ethical issues 

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

2. The Committee asked whether the placebo group could be disadvantaged. The Researcher responded that as the placebo group would still receive the standard of care they would not be disadvantaged, and that the main ethical issue is the risk of the study drug having an adverse effect on the intervention group. 
3. The Committee queried what adverse reactions might be expected from the study drug. The Researcher replied that in previous studies local soreness was quite common, but that this was comparable to the soreness experienced with the flu vaccine. The Researcher believed however that systemic symptoms were unlikely, and that the main concern was the effect of the drug on patient’s asthma – consequently they have confidence in the use of a placebo arm, but are wary of the risks in the dose-finding group.
4. For future reference, the Committee noted that in answering question p.4.1 in the application form (how your study may benefit Māori), it would be useful to state statistics of the incidence of asthma in Māori. 

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 requested a privacy and management protocol for the E-diaries.
6. Please provide an up-to-date insurance certificate because the current one has expired.  

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

7. Add the address of the central laboratory where tissue samples will be stored and tested, and make clear in the main PIS that samples will be sent to the central laboratory and then immediately destroyed.
8. Please add an address for the sponsor on the front page of all PIS versions.
9. The Committee prefers that ethnicity data rather than racial data be collected. You may collect racial data alongside ethnicity data, however please ensure that participants can self-select their categories. Please refer to the MoH guidelines for collecting ethnicity: https://www.health.govt.nz/our-work/health-identity/ethnicity.
10. Please add more detail to the optional genetic PIS – you can refer to the HDEC template at:  https://ethics.health.govt.nz/system/files/documents/pages/fur_piscf_template.doc.
In particular, make sure to include:
· That the future research won’t be approved by a NZ ethics committee
· Potential concerns for Maori regarding the use of tissue
· Remove the reference to the possibility that tissue may be sent to an alternate location of the Sponsor’s choosing other than Precision for Medicine in America.  Participants are entitled to know where their samples are being sent and stored.  If the Sponsor wishes to use another biobank, please submit the location by way of an amendment. 
· Be clear about how the information may be used for future research ie, whether in relation to any disease, or only on research related to the objectives of this study – currently, the PIS says samples will be used to ‘understand and improve the effective treatment of moderate to severe asthma’ and also for “future use in research studies that are an extension of the main research study’  but also that the Sponsor may use the sample for ‘future research that is closely related to the original research study’ yet the consent form says samples may be used for ‘future research of any type which has been properly approved.’  The PIS and the consent form must be consistent. 
Please include, in full, the relevant information for sections 16, 17 and 18 rather than referring participants back to the main PIS.
11. Optional genetic consent form: please clarify if information will be potentially identifiable or non-identifiable, and if non-identifiable then clarify that if the patient withdraws from the study they won’t be able to withdraw samples. Please also check whether all sections are relevant – for example, will participants’ medical records be accessed for this optional study?  If the information is truly non-identifiable, participants cannot withdraw from the optional study so this section will need to be removed.
12. Main study PIS:
· Please state that the participant WILL be reimbursed for expenses incurred in the study.
· Please add the Maori contact information.
· Page 9: please remove details about the optional genetic testing.  Reference to an optional substudy can be made and the details should be in the optional genetic testing information sheet.  
· The Committee asked about the reference to tissue as property in thestatement “the blood samples will remain the property of the sponsor”.
· Clarify the future use and storage of leftover samples (Refer to HDEC guideline) If extended consent required this must be optional.  An optional information sheet and consent form would be required required.  Where samples held and tested should be stated.
· Please add information regarding the reproductive risks  For guidance see https://ethics.health.govt.nz/system/files/documents/pages/template-for-reproductive-risks-in-participant-information-sheets-sep17.docx. 
13. Main study consent form: 
· Please remove the option to inform the GP of the participant’s involvement in the study (i.e. make this mandatory).
· Please make sure that the wide range of people who will be able to access the data is reflected in the consent form.
14. Pregnant partner PIS:
· Consent to collect information on the participant’s baby cannot be given until after the baby is born.  Please make sure this is reflected in the PIS.
15. The privacy and confidentiality section mentions that un-coded personal information such as DOB and health records will be shared with third parties. Please correct this to coded/de-identified information, and mention that it is potentially identifiable. 
16. Please remove all identifying details from the questionnaires. 

Decision 

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

· Please provide a privacy and management protocol for the E-diaries.
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by by Assoc Prof Manuka Henare and Dr Christine Crooks.
 

	 2  
	Ethics ref:  
	19/NTA/82 
	 

	 
	Title: 
	Mepolizumab as Add-on Treatment IN participants with COPDcharacterized by frequent Exacerbations and Eosinophil Level (MATINEE) 
	 

	 
	Principal Investigator: 
	Dr Andrew Veale 
	 

	 
	Sponsor: 
	PPD Gloval Limited (New Zealand Branch) 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
Dr Andrew Veale was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This purpose of this study is to assess the benefits of mepolizumab treatment on the frequency of moderate/severe exacerbations of Chronic Obstructive Pulmonary Disease (COPD) in patients at high risk of exacerbations despite the use of optimized COPD maintenance therapy.  It also aims to assess the frequency of outcomes such as exacerbations requiring emergency department (ED)/hospitalization as well as additional important health related quality of life data compared with placebo.  
2. Mepolizumab is a humanized monoclonal antibody which means they combine a human antibody with a mouse antibody for human administration. It is designed to target eosinophils in the blood which are associated with inflammation and are shown to be elevated in COPD patients. 
3. 100mg Mepolizumab (or Placebo) will be given as a subcutaneous injection administered every four weeks for a period of 52 weeks. Approximately 800 participants will be randomized on the study with an estimated total of 400 randomised per intervention group. Participants must have an elevated blood eosinophil count and a history of regular use of ICS-based triple maintenance COPD therapy and a history of at least 2 moderate or 1 severe exacerbations in the 12 months prior to screening.   

Summary of resolved ethical issues 

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

4. The Committee noted the heavy emphasis on attempting to retain someone in the study. The Researcher explained that it is preferred that participants retain at least phone contact so that they may know their reasons for discontinuing, and check for any adverse symptoms after withdrawal.

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 requested a privacy and management protocol for the E-diaries.
6. Please provide an insurance certificate specific to this study.

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

7. The Committee requested that duplicated information be removed. In particular, they noted that the privacy/confidentially section on page fifteen is duplicated in section two, as well as the “access rights” section on page 15.
8. The “who is GSK” section could be reduced to 1-2 sentences.
9. Please amend to remove any terms that are not expected to be understood by a New Zealand audience, such as “data controller” and “gener”.
10. Make clear on the first page that this study involves a sub-cutaneous injection.
11. The Hepatitis B/C section (within the tests section) needs to include what the management is if it is found, and that it’s notifiable to the medical officer of health
12. Optional FUR and genetic PIS: the Committee suggested that the two forms could be combined into one.
· These should include: the Maori tissue statement (currently only in the genetic PIS); IP section; whether data/tissue can be retrieved following withdrawal of consent; that the overseas aspects of these studies will not be subject to ethical review by a New Zealand ethics committee (please refer to the HDEC template at https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc). 
13. Please add a statement forewarning potential participants that they will not be randomised until after the second screening phase, and may be excluded from participation.
14. The Committee asked for two separate information sheets and consent forms to be prepared, for during pregnancy and to collect information after the infant is born (consent to collect information about new-born can’t be given until the infant is born)  following birth, to replace the separate appendix about collection of information following pregnancy.
15. One condition in the optional FUR consent form is “I consent to GSK, study staff, and others accessing and using my medical and personal information for the future research as described in this form.” Presumably what is meant is that annotated information will be attached to the tissue and de-identified (or potentially identifiable, as required by the protocol) – please amend accordingly.
16. The Committee stated that the advertisement is overpromising, and requested that it be amended.

Decision 

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

· A privacy and management protocol for the E-diaries.
· An insurance certificate specific to this study.
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Karen Bartholomew.

 

	 3  
	Ethics ref:  
	19/NTA/71 
	 

	 
	Title: 
	(duplicate) Prospective Study of SUDEP in New Zealand 
	 

	 
	Principal Investigator: 
	Dr Peter Bergin 
	 

	 
	Sponsor: 
	Auckland City Hospital 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
Dr Peter Bergin and Dr Erica Beilharz 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.

Rochelle declared potential conflict of interest and the Committee decided to allow her to remain, but that she would not participate in the discussion.

Summary of Study

1. This is part of several parallel studies on Sudden Unexpected Death in Epilepsy (SUDEP). Data from overseas suggests that the risk is about 1/1000, but there are no population based studies that confirm this, so the Researcher(s) want to see if this is the case in New Zealand. The Researcher(s) also want to find out about the circumstances, the demographic distribution, and whether people are being treated appropriately. 
2. A separate but connected case-control study will be submitted later. Similar interviews will be conducted, and there is a plan to also identify control subjects (people with epilepsy who have not died). Some of these participants will be recruited from the present study, although not all will be eligible. 

Summary of resolved ethical issues 

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

3. The Committee enquired as to why a prospective study design would allow the Researchers to collect information from more individuals than a retrospective design. 
The Researchers explained that a previous retrospective study had showed marked variation in the data from year to year, indicating that not all patients were being identified. This is compounded by the fact that the incidence of epilepsy in New Zealand is unknown. They explained that the study needs to be systematic, and that it will be easier to be confident about the diagnosis if done prospectively: they would discuss it with the coroner and relevant medical professionals, so that they are aware of it. 
4. The Committee asked what information would be requested from coroners. The Researchers responded that they would request the coroner’s report, to identify what they think the cause of death was and confirmation that it’s SUDEP. They would also seek confirmation that they can, through them, make enquiries as to whether there may be another explanation for the death (by contacting families).
5. The Committee noted that a waiver of consent for collection of data requires that the conditions listed under 6.43 of the HDEC Guidelines for Observational Studies, and expressed their satisfaction that those conditions were met.
6. The Committee enquired as to how evidence of verbal consent will be taken before telephone interviews. The Researchers explained that they will send the information sheet and consent form out first and also that they will read out the consent form conditions, and will tick them off as the participant expresses their understanding and consents to each condition. The Committee approved this consent process.
7. The Committee asked how the Researchers will manage the issue of potentially increasing stress in relatives of recently deceased individuals. The Researchers noted their experience to date that families were very supportive of the research and wanted to know more about why this unexpected event happened. They also explained their consultation with the Cardiac research group and the incorporation of the 6 week post death timing from that group’s experience with grieving families. The researchers also explained that they will provide any distressed participants with the contact of the Grief Centre. The Committee suggested, particularly as it is a telephone interview, that in addition to this some other options be suggested as well as suggesting participants contact their own GP.

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 requested a copy of the questionnaires.
9. The Committee noted that the protocol reads as if the research team will conduct a molecular autopsy on tissue samples. Please correct this, and be clear what is for future projects and what is requested for information already collected, e.g. in Coroner’s reports.
10. The Committee noted a general lack of clarity in terms of what information was being accessed by whom. Please list the types of information requested from each third party next to their names in the protocol. It may also be helpful to provide a letter from the coroner stating that you are authorized to access certain information.

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

11. Add a section to explain how you have obtained the participant’s details (including that you have accessed their medical records), and that they have been approached and indicated their willingness to participate in the study.
12. The Committee advised consideration of revision of the information sheet around returning the form to indicate that they did not wish to participate. The Committee wanted to ensure that people could indicate their non-participation by not returning the form, but also that if they actively did not wish to have further contact from the study that there were a range of options provided to enact this (eg letter, email, text). 

Decision 

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

· Copies of the study questionnaires.
· An updated protocol, addressing outstanding ethical issues 9 and 10.
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Assoc Prof Manuka Henare and Dr Kate Parker.
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	Ethics ref:  
	19/NTA/81 
	 

	 
	Title: 
	ORATORIO HAND (O'HAND) 
	 

	 
	Principal Investigator: 
	Dr Jennifer Taylor 
	 

	 
	Sponsor: 
	F. Hoffmann-La Roche Ltd 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
Dr Jennifer Taylor and Marina Dzhelali 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.

Dr Christine Crooks declared a potential conflict, however it was deemed non-substantial by the chair.

Summary of Study

1. This is a Phase IIIb, randomized, double-blind, placebo-controlled, parallel-group, multicenter study to evaluate efficacy on upper limb function and safety of ocrelizumab administered at 600 mg IV infusions every 24 weeks in patients with Primary Progressive Multiple Sclerosis, including patients later in their disease course. 
2. This study consists of six phases: screening, double-blind treatment, follow-up 1, an optional open-label extension, follow-up 2, and B-cell monitoring. Patients who experience a double-progression event during the double-blind treatment phase will be given the option to switch to post-double-progression ocrelizumab after completing at least 120 weeks of the double-blind treatment phase. All patients who prematurely discontinue from the double-blind treatment phase will enter the follow-up 1 phase, including patients who receive post-double-progression ocrelizumab treatment, other immunomodulatory or immunosuppressive treatment(s) for Multiple Sclerosis, commercial ocrelizumab, or no treatment.
3. The study is expected to run for approximately 8.5 years.


Summary of resolved ethical issues 

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

4. The Committee questioned why a second phase three study is necessary, given that the drug has Medsafe approval. The Researchers responded that the proposed study is based off just one large phase 2 study, which showed a positive result but without sufficient significance to satisfy funding bodies such as Pharmac.  This means that, while ocrelizumab is approved, it is not within the financial reach of most people. The Researchers would also like to have more information about how different subsets of people might benefit from ocrelizumab, especially those with primary progressive multiple sclerosis (PPMS) and its effect on upper limb movement.  The Committee asked for a justification for the use of a placebo arm in the study. The Researchers responded that it is justified, as the design includes a cross-over, such that all participants will be able to receive the study drug. In addition, there is no good alternative to the current standard of care. 

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 noted the inconsistency in the documentation about who decides whether there is a double-progression event (where a participant’s disease has progressed beyond a defined level) and when s/he may take ocrelizumab - in one part of the template form it says the decision will be the participant’s physician’s decision, and in another part it says the decision will be the principal investigator’s decision.  In the PIS, it says that the decision will be made by the participant and his/her doctor. This needs to be clarified in the protocol and information sheets.
6. The Committee also discussed the issue raised by the European regulators about the percentage of patients on placebo who might discontinue which could be higher than the number of such participants in the ORATORIO trial due to availability of commercial ocrelizumab.  The Researchers explained that the position would be different in New Zealand because most people are unable to afford ocrelizumab which is not funded by Pharmac.  The Committee asked whether New Zealand participants have been chosen for this trial and whether they are being taken advantage of because of the lack of funding in New Zealand compared to many other countries.  The Researchers explained that New Zealand participants will ultimately be in a position to take ocrelizumab which is a better outcome for them than the present situation.
7. The Committee questioned the option in the consent form to validate a site to do a cervical spinal cord MRI and also to validate a site for a Brain MRI. The Researchers explained that a healthy volunteer may volunteer to have MRIs done, for the purpose of validating these procedures at the start of the trial. The Committee asked that that the process of these two options be clarified. It also requested that the two options be made into sub-studies, with separate PISCFs and full incidental findings management plans. The Committee did not accept the request for the scans to be undertaken with no reporting of results, referencing the Code of Consumer Rights. References to these site-validations should be removed from the main documentation.  
8. Section 4.5.10 of the protocol says the investigator will be blinded to MS pathology until the open-label phase. Please ask researcher to clarify whether this raises any concerns for patient safety.
9. The insurance certificate has expired and is not study-specific.

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

10. The Committee noted the low readability of the PIS – the use of dense, technical language and different formatting (especially use of bold and underlining), and some information being not in the most appropriate section – for example, it would be easier to understand the detail about the open-label part of the research if the information currently underlined at the beginning of the PIS is included in the section which covers it (at page 30). 
11. The Committee noted that the schema in the protocol is clearer than table 1 in the PIS, and suggested that perhaps this schema could be adapted in lay language to be used in PIS instead. They also suggested a list of assessments in lay language be used instead of table 2.
12. The PISs for each optional aspect of the research must include all relevant information including what the data will be used for, who can access it, how long it will be stored for, rights of withdrawal, return of individual results etc. Currently, the optional PISs do not contain sufficient information (for example, the PIS for optional treatment with post-double progression (section 2) is inadequate, as are the other sections). Please use the full consent form template for each of the optional studies because each has unique features. A single sentence to the effect that the participant willingly consents to undergo the relevant option is insufficient.  
13. Please explain how FUR for samples to go to the Research Bio-sample Repository (RBR) is different from the genome testing mentioned in the main study (at page 9). One appears to be mandatory and one optional but they both have extensive genomic analysis and data sharing. Genomic testing should be optional.
14. The genome testing in the main PIS needs to make clear whether it is optional and to clarify how it is different to the RBR research (if at all), what samples will be used, whether leftover samples from the main study will be used, if samples are added to the RBR and, if not, where the samples will be stored for analysis, how they are stored, who can access, rights on withdrawal, risks of re-identification, Maori tissue statement, that there may be less privacy protection overseas etc. Please refer to the FUR template. The section in the main consent form which relates to this must be much clearer. It must clearly specify the type of research samples will be used for (e.g. as explained on pages 9-10).
15. The PISCF FUR for the Research Bio-sample Repository: 
· There is no mention that privacy protection in other countries may be less than in NZ. 
· The PIS for this RBR study states that if a participant withdraws or discontinues from the main study their RBR samples will continue to be stored and used for research unless they specifically ask that they be destroyed”.   This must be stated in the CF and participants given an option with a tick box. 
· In addition the FUR PIS needs to identify risks relating to genomic work, and especially that of re-identification. 
· The standard HDEC Māori tissue statement should also be included (see https://ethics.health.govt.nz/system/files/documents/pages/fur_piscf_template.doc).
16. The compensation statement should be updated to the current HDEC standard (see https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc).
17. Please make clear in the Pregnant Partner PIS that information collected on the baby can only be consented to once the baby is born (see https://ethics.health.govt.nz/system/files/documents/pages/template-for-reproductive-risks-in-participant-information-sheets-sep17.docx for guidance on reproductive risks).
18. Please make it mandatory to have participants’ GPs informed of their participation in the study.
19. The Committee noted the extremely wide scope of future use of data (Roche, Roche affiliates, and Roche's collaborators and licensees (people and companies who partner with Roche) who may use de-identified study data labelled with participant ID number for research purposes or to advance science and public health.”  The main PIS also says:  “De-identified study data, which may include genomic data, may be submitted to government or other health research databases or shared with researchers, government agencies, companies, or other groups that are not participating in this study. These data may be combined with or linked to other data and used for research purposes, to advance science and public health, or for analysis, development, and commercialization of products to treat and diagnose disease. “The data bases should be specified and their location.   The breadth of access to data and the future uses should be included in a section in the main consent form.
20. The Committee requires more detail about the FLOODLIGHT app, especially around what happens to the collected data, who has access to it and what it can be used for.  Please include more detail about the B-cell monitoring phase - for example, what tests would be done and what would happen with the data. 
21. The Committee noted that only one out of seven of the surveys/questionnaires uploaded was referred to in main PIS – please correct.
22. Similarly, the main consent form should include a section which makes it clear that laboratory samples collected prior to a participant’s withdrawal may still be tested unless the participant asks for the samples to be destroyed. This should be made optional and a participant given an opportunity to make such an election by way of a tick box.
23. Please remove statements regarding tissue from the main MRI PIS for healthy volunteers.
24. Main PIS: remove the statement that the study may be stopped for commercial reasons, this is not allowed in New Zealand.
25. Please remove technical language from the privacy section p18. 
26. Make clear that the sponsor isn’t getting any identifiable data. 
27. Section 4.5.10 of the protocol says the investigator will be blinded to MS pathology until the open-label phase. The PIS should make this clear to the participant.

Decision 

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

· The study design should be the one best suited to answer the study question, while minimising harm, maximising benefit and meeting other ethical standards. Due to the difficulty in understanding the design of the study, the Committee could not be sure that this standard was met (Ethical Guidelines for Intervention Studies para 5.4).
· Providing information that is too detailed or complex should be avoided as it can frustrate rather than assist free and informed consent. If a consent form or information sheet for a study is very long and complex, participants may be overwhelmed by the information and may not be able to process the critical information (Ethical Guidelines for Intervention Studies para 6.14).
· An HDEC application should include evidence of the insurance that will be in place for the duration of the study (Standard Operating Procedures for HDECS para 150.2).

Despite the decline, the Committee stated that they supported the study in theory and encouraged re-submission once the above points are addressed.

	 5  
	Ethics ref:  
	19/NTA/77 
	 

	 
	Title: 
	The effect of Flash Glucose Monitoring Systems (FGMS) on children with Type One Diabetes Mellitus (T1DM) 
	 

	 
	Principal Investigator: 
	Dr Maryam Mussa 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
Dr Joanna Sherriff and Dr Maryam Mussa were present via 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 application is for a study of the Libre Flash Glucose Monitoring System (FGMS), which is a lancing tool designed to allow patients to measure blood-glucose levels by themselves at home. 
2. The aims of this study are to:
1) To determine caregiver/whānau satisfaction of the FGMS in children with Type 1 diabetes Mellitus (T1DM).
2) To determine whether the use of the FGMSs in children with T1DM improves Glycosylated Haemoglobin (HbA1c) levels.

Summary of resolved ethical issues 

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

3. Studies with paediatric participants need data to be stored for 10 years after all participants turn 16.

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 expressed their concern that the study, as designed, would not be able to answer the research objectives indicated. The Committee noted that patient and whanau experience of the FGMS could be explored through a questionnaire, as suggested in this design, or also with in depth interviews which could provide richer and more nuanced data. The researcher would consider this. The Committee noted their concern that a comparative study/case-control as suggested for the second part between children with and without a FGMS with HbA1c as an outcome would be seriously biased and confounded, and noted that there was already an RCT being conducted in adolescents in New Zealand to answer this specific question (including satisfaction). The Committee suggested that the PI for that study could be contacted about the younger age of interest to the researchers, or that the researcher think about re-designing the second part of the study, for example into a descriptive study. The Researcher agreed to this approach, to proceed with the first objective (questionnaire methodology), and reconsider the second part. 
2. The Committee noted the potential for stigma in the data collection and how the results are interpreted, especially if participants’ financial ability to access this device and glucose management is focused on. The Researcher agreed that this was a potential issue and that mitigations in data collection interpretation would require further consideration.
3. The peer review is very brief, with not all aspects of the study being commented on. The members expressed particular concern the design issues with the case-control study part 2 were not commented on. Please provide a new peer review for the updated study design focusing on part 1 of the study.
4. The Committee requested that the method by which participants will be identified and contacted is written into the protocol and PIS, including access to data.

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

5. If including children: 
· PIS forms for children under the age of 16 should be written in appropriate language for different age groups (see https://ethics.health.govt.nz/system/files/documents/pages/hdec-assent-form-instructions-and-checklist-may18.doc).
· The consent form for the parent should refer to “your child” throughout.
6. Please explain clearly at the start of all PIS documents what you are trying to do in your study and why you have asked them to participate.
7. Please outline how you will de-identify information.
8. Please outline how you analyse the data.
9. Please state how many participants you need to recruit.
10. State that data will be stored for 10 years after the last participant turns 16.
11. Remove the references to using the information from the study to encourage funding for the device and for ‘lobbying Pharmac’ as well as any potentially coercive language.
12. For online surveys, please state that by filling out the survey the user’s consent is implied, and that data cannot be retrieved once the survey is completed.
13. Amend the reference to ‘emotional harm’ so as to ensure that it does not imply that such harm is likely.

Decision 

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

· An updated protocol, re-designing part 1 of the study as a descriptive observational study, and including the method by which participants will be identified and contacted.
· New evidence of peer review, showing that both parts of the study have been commented on. 
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Assoc Prof Manuka Henare and Dr Kate Parker.

Matters raised by the committee not able to be covered in the meeting

The following matters have subsequently been raised by the committee, and are suggested although not required of the Researchers:

14. The Committee noted that question 13 of the survey is not appropriate and should be deleted.
 

	 6  
	Ethics ref:  
	19/NTA/72 
	 

	 
	Title: 
	(duplicate) KCAD Psych Study 
	 

	 
	Principal Investigator: 
	Dr Chanel Prestidge 
	 

	 
	Sponsor: 
	The Children's Hospital at Westmead 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
Dr Chanel Prestidge was present via 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 re-submission of a study on the psychological impact of kidney disease on children and adolescents.
2. The application concerns a sub-study of a larger study already underway, which provides the base-line measure of psychological well-being. Eligible participants from that larger study will be invited to participate.

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 about the exclusion criteria for participation and how potential participants will be screened out. The Researcher responded that as the population group is small, the potential participants are known to the Researchers already (i.e. they are pre-screened).

Summary of outstanding ethical issues

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

4. The Committee enquired as to what koha/reimbursement will be given to participants, and asked that this be written into the response letter. They expressed that a koha would be preferred, as the participants are giving a lot of time for the study.
5. Please upload a new peer review form, using the HDEC template (at https://ethics.health.govt.nz/system/files/documents/pages/HDEC-Peer-Review-Template.docx). 
6. Please seek formal Māori consultation.

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

7. Please explain clearly why the reader is being asked to participate.
8. Please provide a 1-page abbreviated PIS/CF for the annual re-consenting of participants.
9. Please correct spelling and grammatical errors.
10. Questionnaire: please remove all fields asking for identifying information, using instead the unique participant code.
11. Add that all data from children will be kept for 10 years after the last participant turns 16.
12. Add detail about what information you will be collecting, who is going to see it, and if you have a process for information that might raise concern.
13. The Committee asked about the consent process, and pointed out that parents will also be participants, and will also need to consent. This can be included in the same consent form.
14. Please specify whether there will be reimbursement for parking or not. 
15. Under “what happens if I change my mind”: please state what will happen to the data that’s been collected.  Currently, the consent form makes it optional as to whether information collected up to the point of withdrawal may continue to be used. 
16. Add more information to the risks section, particular about what will happen in the case that there are incidental findings.
17. Please differentiate the assent forms for age 6-11 and 12-15, ensuring that they are appropriate for their age groups. Add information about privacy for the 12-15 age group, including collection and access rights to data.
18. There are two PISCFs for adults – both mention ‘you and your child’.  The PISCF which is for young adults over the age of 16 should not refer to my child. 
19. Please add to the PIS forms how long it will take to complete the survey.
20. Please state who will be contacting the participants to ask for their consent.
21. Add a couple of sentences to state that the primary aim of the study is to measure intelligence in participants.
22. Please state what reimbursement/koha participants will receive.

Decision 

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

· Confirmation of whether a koha or reimbursement will be given to participants.
· A new peer review form using the HDEC template.
· Evidence formal Māori consultation.
· Amended information sheets and consent forms, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Kate Parker.

Matters raised by the committee not able to be covered in the meeting

The following matters have subsequently been raised by the committee, and are suggested although not required of the Researchers:

23. The Committee noted that it may be appropriate for some children under the age of 16 to give consent, if their ability to understand the study and make an informed decision about their participation is confirmed by a psychologist. 



	 7  
	Ethics ref:  
	19/NTA/68 
	 

	 
	Title: 
	Stoma-Output Recycling Device for Ileostomy Reversal  
	 

	 
	Principal Investigator: 
	Dr. Chen Liu 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	09 May 2019 
	 


 
Dr. Chen Liu and Professor Ian Bissett were present in person for discussion of this application, and Associate Professor Greg O'Grady was present by teleconference.

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 project follows a series of trials developing a new Class IIa assistive device that helps prevent nutrient and fluid loss from stoma by returning the effluent from the stoma to the distal limb of the intestine. This is a potential outpatient option, which patients could use at home. This project is a randomised controlled trial to evaluate the device, which will be conducted recruiting 68 patients who have a loop ileostomy awaiting surgery to reverse the stoma, with 34 patients allocated to using the device during the pre-surgery waiting period. The other 34 patients will continue standard care. Post-operative outcomes such as length of hospital stay, time to recovery of bowel function, and control of bowel function will be assessed. The researchers will also assess re-operative outcomes such as the occurrence of chemotherapy-related diarrhoea, change in renal function, and stoma-related quality of life.
2. From the above patient sample, the researchers aim to recruit 12 patients (6 in each arm) to participate in manometry pressure recordings of the distal ileostomy limb and recruit 16 patients (8 in each arm) to take biopsies from the mucosa of the distal ileostomy limb and rectum as a sub-study.

Summary of resolved ethical issues 

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

3. The Committee enquired as to the role of the company supplying the device (Surgical Design Studio); whether they were supplying it for free, and whether they would also contribute to the design and funding of the study. The Researchers explained that the researchers were involved in the company, and that the company would supply the device for free, the company is developing the product for commercial use . It was clarified that the supplier did meet the HDEC definition of sponsor, and therefore the study would not be covered by ACC. The Researchers stated that they would clarify with the company and the University regarding sponsor responsibilities including insurance.
4. The Committee enquired as to whether there were any major complications in the previous studies, to which the Researchers explained that there was some initial abdominal discomfort in 6/10 participants, but not any major complications. 
5. The Committee asked if any participants might be under the Researchers’ normal clinical care. They explained that Dr Chen Liu would be approaching potential participants, who wouldn’t be providing their standard care.
6. The Committee enquired as to the purpose of collecting tissue in the sub-study. The Researchers explained that a tissue biopsy will be taken to study the changes in the health of the lining of the tissue following a period of diversion (as one group of the sub-study will have had nothing go down the downstream limb for the duration of the main study, whereas the other group will have had recycling during that period). 
7. The Committee asked what information will be accessed for the cost analysis. The Researchers explained that this information will be provided by the data-analysis staff in the hospital.
8. The Committee queried the involvement of Maori in the design and the researchers noted that they had a kaumatua involved and had incorporated the feedback into the design and approach.

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 enquired about the data management plans for the study. The Researchers stated that once the information is collected it will be transferred to a de-identified document with a code linked, stored on password-protected device, and that this will be managed by the research coordinators. The Committee requested that this information be added to the protocol. The Committee noted that while the sub-study protocol did address electronic security, paper-based security must also be addressed.
10. The Committee asked whether there is a safety plan for the EQ5D and any other questionnaires and requested that this be outlined.
11. Please confirm whether the biopsy results could include incidental findings such as cancer, and if so explain what action would be taken upon this finding and how the participants would be advised.
12. Please clarify the aims of the sub-study in your response (and make changes to protocol as required) and in the information sheet for the patient.

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

13. Optional sub-study PIS/CF: 
· Please clarify the purpose of collecting tissue
· Please clarify the management plans (how and where the tissue will be stored, and how it will be disposed of or returned to the donor).
· Please outline the risks of biopsy and catheter and include the risks which are identified in the protocol.
· Make clear the length of time of the process.
· Please remove the option on the consent form to have tissue samples returned.
· The consent form refers to the participant data being used for use in a ‘different study for which ethics approval would be required’.  There is no mention about this future unspecified research in the sub-study PIS.  Please provide detail about what that future research is about (e.g., whether it is for an extension of the study, or for a related field).  Please also provide details about where the data will be stored, who has access to it and other relevant data issues.  Please also clarify the inconsistent statements about retention of data for FUR and the statements in the sub-study PIS that data will be destroyed after 10 years. These inconsistencies also appear in the consent form.  
· Please use the updated HDEC compensation wording (see https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc). 
· Please clarify why NHI data must be sent with specimens to the lab, or else remove this from the PIS.  The Committee noted that, unless researchers can justify the use of identifying information, only the unique study number should be used.  
· Please mention providing information to GPs in the PIS (to reflect the option in the consent form). Issues should not appear for the first time in a consent form – they must be addressed in the PIS. 
· Please split the CF distinctly into two different sections, one for the biopsy sub-study and the other for the pressure wave sub-study.
14. Please describe in the main PIS the type of medical records that will be accessed and where they are held (e.g., GP, hospital etc.).  Please clarify whether access is sought during and after the study and, if after the study, this must be justified and made very clear to participants (unless the intention is to access medical records only up to 3 years post-surgery (which is the length of the study)). 
15. If there are safety issues in stopping the stoma medication, please outline them in the main PIS.
16. Please clarify how long the participant will be visited every morning post surgery to check on recovery. Please make it clear in the PIS that structured interviews will be conducted weekly by the research team on device performance and satisfaction.	
17. Please mention in the PIS that daily text reminders will be sent to participants to fill in the diary of stoma output and follow-up questions.
18. Please detail how follow-up will be undertaken given the length of the study (3 years post-surgery). 
19. Please address IP rights given the request for participants to contribute ideas about how the device could be improved. 
20. Please include rights of correction in the PIS (access to data is included but not correction rights).
21. Please include whether individual results will be returned in the PIS and CF. 
22. The study is designed to determine whether post-surgery complications are reduced, so please amend the statement on page 6 of the main PIS which says “On the other hand, you will be less likely to experience these symptoms when your stoma is reversed after using the pump”. 
23. Clarify what happens to data collected up to the point at which a participant withdraws.
24. There are 4 questionnaires which use patient labels – please use only the study ID. 

Decision 

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

· Updated study protocols, with information regarding data management, a safety plan for the EQ5D questionnaire, and how paper-based information will be securely handled.
· A response letter clarifying the aims of the sub-study, and confirming whether the biopsy results could by way of incidental findings show cancer.
· Please amend the information sheets and consent forms, taking into account the suggestions made by the committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Christine Crooks and Ms Rochelle Style.


	 9  
	Ethics ref:  
	19/NTA/91 
	 

	 
	Title: 
	AB928CSP0002 
	 

	 
	Principal Investigator: 
	Dr Michelle Wilson 
	 

	 
	Sponsor: 
	Arcus Biosciences, Inc 
	 

	 
	Clock Start Date: 
	30 May 2019 
	 


 
Dr Michelle Wilson and Aya Cervantes were present by teleconference for discussion of this application.  Ms Rochelle Style was absent for this discussion. 

Potential conflicts of interest

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

Dr Kate Parker declared a potential conflict of interest. The Committee decided that she would stay but would not take part in the discussion.

Dr Christine Crooks declared a potential conflict of interest, but it was decided that the conflict was not substantial. 

Summary of Study

1. This is a Phase 1/1b, open label, dose-escalation, and dose-expansion study to evaluate the safety, tolerability, and clinical activity of the investigational product AB928 in combination with chemotherapy in participants with advanced metastatic triple negative breast cancer or ovarian cancer.
2. AB928 is a selective dual antagonist of the adenosine 2a and 2b receptors, which is developed to enhance the therapeutic effect of chemotherapy in the patient group being studied. Participants include females at least 18 years of age that have confirmed advanced/metastatic/recurrent TNBC or ovarian cancer for which no other alternative or curative therapy exists, or is platinum resistant.
3. New Zealand will only participate in the dose expansion cohorts, and the dose of AB928 in this phase will be determined based on the findings of the dose-escalation phase of the study. The dose for the participants is not known yet; the researchers are unable to start the study until the dose is confirmed, and will advise the HDEC with a protocol amendment.
4. Standard tumour assessment methods will be used to determine when treatment is no longer working for the patient.


Summary of outstanding ethical issues

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

5. The Committee asked that initials not be used as part of a participant’s study code, to protect confidentiality (see for example, section 16 of the main PIS). Please reflect this in the protocol and the main PIS.
6. The Committee asked if participants will be able to request that their tissue samples are returned to them, as stated on the PIS. The Researchers responded that they are in the process of finding out if that is possible.

The Committee requested the following changes to the Participant Information Sheets and Consent Forms: 

7. Please make it clear what samples would be used for future research i.e. clarify whether leftover samples from mandatory samples will be stored and used for FUR.  If extended consent is required this needs to be optional.  In the main PIS, please refer to the FUR PIS instead of repeating information across the two documents.  Clarify storage period and where the samples will be held and tested – further detail than currently provided (page 2 of the FUR PIS).
8. The PIS for the FUR contains multiple scenarios for what happens on withdrawal of consent (page 3) including the continued use of samples for future research and also the ability to have samples destroyed.  Not all of these scenarios are included in the consent form.  
9. Please address the risks in the FUR PIS of possible re-identification (albeit unlikely) and that decisions made about the FUR may be made by bodies which do not include a New Zealand representative.  
10. Please remove the first paragraph on page 10 relating to the collection and testing of urine for future research.
11. Amend the pregnant participant PIS, taking into account that a legal guardian cannot consent on behalf of her baby until after the baby is born. This may require re-consenting the legal guardian after the baby is born.
12. Please include the contraception template wording in the main PIS. 
13. Please amend section 10 of the main PIS (“what will happen to my test samples”), removing anything repeated in the FUR PIS, any unnecessary technical language, and state where the laboratory is that the blood and urine samples will be sent to. Please also move the Māori cultural statement to this section.
14. Please clarify the statement in the FUR PIS that participants won’t be contacted regarding their samples ‘except in the unlikely event the results of future testing could be useful in the management of a participant’s health’”. Explain what such incidental findings might be, how such results might be returned and to whom and ensure there is a plan for the management of the same.  Address these issues in the consent form.
15. The PIS for the FUR does not address what medical records will be accessed although it is mentioned in the consent form. Issues should not appear for the first time in the consent form without being addressed in the PIS.  
16. The consent form for the FUR should also include a section whereby participants consent to the provision of their de-identified data to ‘third parties’ 
17. The Committee requested the compensation wording is updated for accuracy, please see pages 3-4 of the HDEC PIS/CF template (https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc).
18. Please explain “triple negative breast cancer”.
19. The insurance certificate mentions only Australia as the policy territory.  Please provide an amended insurance certificate which refers to New Zealand.
20. Please provide details of the sponsor labs located in Australia and America in the main PIS where the tumour biopsy will be analysed (page 4)
21. Please ensure all references in the main PIS are for New Zealand – for example, in section 16, it is the New Zealand Privacy Act 1993 (not 1998 as currently stated).     

Decision 

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

· Please upload an updated protocol with involving a participant’s study code without their initials.
· Please clarify whether participants will be able to request that their tissue samples are returned to them, as stated on the PIS. 
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Kate Parker.


 

	 10  
	Ethics ref:  
	19/NTA/84 
	 

	 
	Title: 
	Comparison of the blood levels of two forms of lenalidomide 10 mg capsules. 
	 

	 
	Principal Investigator: 
	Dr Noelyn Hung 
	 

	 
	Sponsor: 
	Luminarie Pty Ltd 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
As the Committee identified no ethical issues with this study other than changes to the Participant Information Sheet and Consent Forms, they did not require any member of the study team to be present for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study is comparing the rate and extent of absorption of a test formulation of a 25 mg lenalidomide capsule compared to that of the reference formulation, a 10 mg Revlimid® capsule following oral administration of a single dose of 10 mg in healthy male subjects under fasting conditions. Because lenalidomide is structurally related to thalidomide this study will be conducted in men only.
2. There will be a two-way crossover (two time periods one week apart).

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

3. Please correct the advocacy email (advocacy@advocacy.org.nz).
4. Include in the PIS that there may be different privacy protection for data in Australia, and also note in the consent form that data is going to Australia.

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee
· Please update the insurance certificate to refer to the protocol.  





 

	 11  
	Ethics ref:  
	19/NTA/85 
	 

	 
	Title: 
	Comparison of the blood levels of two forms of lenalidomide 25 mg capsules.  
	 

	 
	Principal Investigator: 
	Dr Noelyn Hung 
	 

	 
	Sponsor: 
	Luminarie Pty Ltd 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
As the Committee identified no ethical issues with this study other than changes to the Participant Information Sheet and Consent Forms, they did not require any member of the study team to be present for discussion of this application.
  
Potential conflicts of interest

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

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

Summary of Study

1. This study is of the same design as 19/NTA/84 but in 25 mg rather than 10 mg capsules. 
2. This study is comparing the rate and extent of absorption of a test formulation of a 25 mg lenalidomide capsule compared to that of the reference formulation, a 25 mg Revlimid® capsule following oral administration of a single dose of 10 mg in healthy male subjects under fasting conditions. Because lenalidomide is structurally related to thalidomide this study will be conducted in men only.
3. There will be a two-way crossover (two time periods one week apart)

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

4. Please correct the advocacy email (advocacy@advocacy.org.nz).

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee.
· Please update the insurance certificate to refer to the protocol
.  


 

Reconsideration of Previously Declined Applications

	8  
	Ethics ref:  
	19/NTA/86 
	 

	 
	Title: 
	SAGE-ANZ 
	 

	 
	Principal Investigator: 
	Dr Rachael  Parke 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	06 June 2019 
	 


 
Dr Rachael Parke was present in person and Dr Colin McArthur was present by teleconference for discussion of this application.  Ms Rochelle Style was absent for this discussion. 

Potential conflicts of interest

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

The Chair, Assoc Prof Manuka Henare, declared a potential conflict of interest, but it was decided that it was not substantial.

Summary of Study

1. This is an observational study looking at patients in one institution with severe-moderate respiratory stress syndromes ending up in intensive-care with high mortality (40%). The Researchers will study how those patients are managed and collect data around what standard practice involves. The study will particularly focus on the use of mechanical ventilation, but will also include other therapies, such as the use of steroids, length of stay and other factors. That data will be used in the future to experiment with different interventions to try to improve patient outcomes. 
2. The application for this study has been re-submitted to the Northern A HDEC for reconsideration, at the request of the researchers, following a decline by the Southern HDEC.  

Summary of resolved ethical issues 

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

3. The Committee noted the inconsistency between the study protocol, where the study is described as a prospective observational study, and the Researcher’s response to their previous decline by the Southern HDEC, where they described the study as retrospective. The Researchers explained that the study is prospective in that the patients are still in the intensive care unit when they’re identified, but that data collection is retrospective once entered. The data is all routinely collected for standard of care.
4. The Committee enquired further regarding how the Researchers will access the medical records. The Researchers explained that the screening will be a regular process by existing staff in the ICU, and that personal identifiers will be replaced immediately with a participant code. No identifying data will be sent to the coordinating centre or the MRINZ, where the study data will be held, although a log of codes will be sent to the coordinating centre to allow follow-up in case of missing data or transcription error. 
5. The Committee noted the researchers’ intention to display a flyer about the study. The Researchers said they were open to including further information in this flyer, although stated that the notice had been kept simple because people in waiting areas tend to be fairly stressed. The Committee queried what the researchers would do if family objected, and the Researchers said they would consider this on a case by case basis and develop a plan for this. The Committee asked for the Researcher’s response to the Southern HDEC’s concern of the best interests of participants not being met. The Researchers stated that in their view, and their legal opinion, it is the wrong test, and does not apply to this application. The Committee considered this issue and agreed, noting that as no service would be provided in the context of this research, right 7 (4) of the Code of Health and Disability Consumers’ Rights should not apply.
6. The Committee noted the conflict between informing patients, where possible, about the study, and the impact that withdrawing data from participants who request to be withdrawn would have on scientific validity. The researchers responded that they would be willing to withdraw data, although did not anticipate that it would occur.
7. The Committee noted that the study design was in many ways like that of an audit in that it is an evaluation of a service, but that it differs from the strict definition of an audit because it was not assessing those services against a standard.
8. The Committee asked whether the Researchers might want to go back to continue to collect data, and if not suggested that the link to personal identifiers could be cut. The Researchers replied that they have no intention of collecting further data, and agreed to anonymise the data once the data queries have finished.

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 requested clarification that the coordinating centre and the MRINZ where the data will be held will not be able to identify participants.  

Recommendation to the Southern HDEC

The Committee recommended by consensus that the Southern HDEC change its decision and either approve or provisionally approve this application, with the following condition:

· Please clarify whether the coordinating centre and the MRINZ, where the data will be held, will be able to identify participants.  



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:
	16 July 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.

4. Matters Arising

The Committee expressed their desire to the Chair to continue to have a 30 minute session before HDEC meetings to discuss applications before meeting with the researchers. The Chair agreed, and suggested that this time be written into the minutes. 

The Committee discussed the workload, and questioned whether the workload required by a full meeting of 12 applications might be too much. It was also noted that some applications require significantly more work than others, and that this could be factored in when deciding on the number of applications.


The meeting closed at 6:45pm.
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