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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	19 February 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

	
	Confirmation of minutes of meeting of 20 November 2018
General business

	1:30pm
	New applications (see over for details)

	
	 i 18/NTA/206
 ii 19/NTA/11
 iii 19/NTA/12
 iv 19/NTA/18
 v 19/NTA/19
 vi 19/NTA/20
 vii 19/NTA/21
 viii 19/NTA/22
 ix 19/NTA/23
 x 19/NTA/24

	
	Substantial amendments (see over for details)

	
	ii 15/NTA/92/AM14

	
	

	
	

	
	

	6:00pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Apologies 
	 

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

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning)
	20/05/2017
	 20/05/2020
	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 
	Present 
	 

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	14/06/2017 
	14/06/2020 
	Present 
	 


 

Welcome

The Chair opened the meeting at 1:00pm and welcomed Committee members, noting that apologies had been received from Dr Karen Bartholomew.

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 20 November 2018 were confirmed.

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:
	19 March 2019

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



	The following members tendered apologies for this meeting.

· Mrs Kate O’Connor
· Dr Christine Crooks

3. Previous 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 commented that, for this meeting, the lack of members with medical expertise and able to provide a Māori perspective was a concern. It was felt that this raised safety issues, where the skill-set of present members was not sufficient to cover all issues from an ethical perspective.

Further, the Committee believed it was not safe to review the volume of applications in this agenda. It was requested that the number of applications assigned to a meeting be dependent on the size of applications and the number of members available to review them.

A lack consistency of decisions across the HDECs was also said to be in need of addressing.



New applications 


	 1  
	Ethics ref:  
	18/NTA/206 
	 

	 
	Title: 
	Scopolamine for Depression 
	 

	 
	Principal Investigator: 
	Dr Suresh Muthukumaraswamy 
	 

	 
	Sponsor: 
	The University of Auckland 
	 

	 
	Clock Start Date: 
	08 November 2018 

	 


Dr Suresh Muthukumaraswamy 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

This study investigates the potential antidepressant properties of the drug scopolamine, as compared with glycopyrrolate.

Summary of resolved ethical issues 

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

1. The Committee queried what the characteristics of the participants in this study would be. The researchers responded that it would be those with symptoms of depression and not on any depression medication. The Committee asked whether the off medication requirement would include the study follow-up, and whether it would be dangerous for participants to be off medication. The researchers answered that participants would be able to start a new medication in the final stages of the study. The Committee asked what mechanisms are in place to ensure participants are safely off medication, and whether safety could be ensured by recruitment through community mental health. The researchers responded that locality ethics review had advised them not to recruit through community mental health centres, as this would be higher risk. Recruitment was said to be through both GP referral and advertising, and that in the latter case consent to contact participants’ GPs would be sought. It was stated that if concerns about an individual did arise in the screening process, the researchers would reach out to contact persons or the GP, if that information and consent had been provided, and that the person would not be recruited into the study.
2. The Committee questioned whether there were risks around pregnancy in this study. The researchers responded that there shouldn’t be with scopolamine. The Committee asked why the healthy volunteers were solely male. The researchers responded that the brain changes during the course of the menstrual cycle, which makes it difficult for women to participate in the healthy volunteer phase of the research because the healthy participants receive only one dose of the drug whereas in the second phase trial of this research project, they would receive two doses, one month apart, which allows for any impact of the women’s menstrual cycle to be measured.  Women will be included in second phase of this research project but not in the healthy control. The committee noted that this phase of research should be submitted as a substantial amendment.
3. The Committee asked if women in the dose response group need to take contraception. The researchers answered that it is preferred they take contraception, and a pregnancy test will be done prior to each dose.
4. The Committee noted that payments to participants are below minimum wage. The researcher responded that this was to remove the possibility of undue influence.

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 the information on genetic analysis in the protocol be expanded, making clear what precisely is to be undertaken and whether this is mandatory for participants (Ethical Guidelines for Intervention Studies paragraph 5.41).
6. The Committee requested that information on activity tracking and a data management plan be added to the protocol, including how Fitbit data will be stored (Ethical Guidelines for Intervention Studies paragraph 5.41).
7. The Committee requested that advertising material be amended to reference the Northern A HDEC, not Northern B (Ethical Guidelines for Intervention Studies paragraph 6.22).

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

8. Please amend the risk section to include the risk of hallucinations and the risk of IV infusions.
9. Please expand the gene testing section, so that it is clear to participants what they are consenting to (for example, that it is not something that can detect ancestry) and whether it is mandatory.
10. Please make clear that it is not known whether there will be any direct benefit to participants in this study.
11. Please amend the ACC statement to read that participants will be eligible to apply for compensation. The HDEC template can be followed if guidance is needed.
12. Please be clear how many blood samples will be taken and the amount of blood taken in each.
13. Please remove the yes/no tick boxes, unless consent to the relevant aspect of the study is optional.
14. Please add that the study drug will be administered intravenously.
15. Please add into all PISs that participants have a right to their individual results upon request and provide a relevant option in the consent forms.
16. Please amend the main study PIS to consistently state that there will be 4 study visits (the PIS is inconsistent, in places referring to 5 visits and in other places referring to 4 visits).
17. Please make it clear to participants in the initial ‘pilot’ phase of this research (which seeks to ascertain a dosage level for the ‘main’ study), that it will use variable doses and state the dosage range.
18. Please fix the ‘Universities of Auckland’ grammar error.
19. Please limit reimbursement criteria to travel and food, or only to costs that are reasonable.
20. Please add information on Fitbit usage into all relevant PISs, including that it must be worn 24 hours a day and that it must be returned at the conclusion of the study. Explain whether the data collected though the Fitbit will be accessible to third parties, if it is identifiable or de-identified and if it can be sold or used commercially
21. Please add information on the collection of saliva if this is to be done.
22. Please remove the statement that there is no risk of identification.
23. Please amend the incidental findings section to make clear that the MRIs may show abnormalities which will be advised to participants’ GPs and, optionally to participants, that the MRIs will not be reviewed by a radiologist for detecting all possible abnormalities and participants should not assume that if they/their GP are not notified that the MRI is necessarily clear’ of any brain abnormalities.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please expand information on genetic analysis in the protocol, making clear what precisely is to be undertaken and whether this is mandatory for participants. Also add information on activity tracking and a data management plan, including how Fitbit data will be stored. (Ethical Guidelines for Intervention Studies paragraph 5.41).
· Please add Northern A or NTA to the advertising material (Ethical Guidelines for Intervention Studies paragraph 6.22).

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




	 2  
	Ethics ref:  
	19/NTA/11 
	 

	 
	Title: 
	This study tests whether BI 425809 together with brain training using a computer improves mental functioning in patients with schizophrenia 
	 

	 
	Principal Investigator: 
	Assoc Prof Wayne Miles 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	07 February 2019 
	 



Associate Professor Wayne Miles 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

This study tests whether BI 425809 together with brain training using a computer improves mental functioning in patients with schizophrenia.

Summary of resolved ethical issues 

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

1. The Committee queried what the standard of care is for patients participating in this study. The researchers clarified that participants will be on anti-psychotic medication which won’t be stopped during the course of the study. The researchers intend the participants’ clinical teams to be informed about the study. The Committee asked whether any participants could be considered vulnerable. The researchers answered that stability of routine treatment is an inclusion criterion, and there will have been no medication changes in the past 3 months.
2. The Committee asked whether compensatory cognitive training is routine in New Zealand. The researchers answered no, but that it is an emerging standard.  The Committee noted that the HappyNeuron programme will not be tailored specifically for New Zealand participants and commented that care should be taken in reporting of any results from this research, if broken down by country, if the fact that there is no NZ specific programme causes relative negative outcomes
3. The Committee queried how participants will be identified for recruitment into this study. The researchers responded that they will use WDHB patient records to identify those who might be eligible, and through interactions with the clinical team. An audit trail will track all access to records. The Committee noted that the researchers are DHB employees who will be accessing identifiable records without consent for screening purposes, but that this is justifiable as per the NEAC Guidelines.
4. The Committee acknowledged that the ‘Balloon Effort Task’ will be removed from the study.
5. The Committee raised concerns about the burden on participants for completing extensive questionnaires.  The researchers advised that they have done other research involving a similar number and length of questionnaires and they take care to ensure participants have sufficient breaks in between completion to mitigate the burden.


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 noted that ten years is the standard timeframe for study data retention in New Zealand. Justification for retaining data for 30 years is required, otherwise please ensure that data is kept for only a 10 year period. Please also ensure that any ethnicity data is collected in line with the Ministry of Health Guidelines. (Ethical Guidelines for Intervention Studies paragraph 1.10).
7. The Committee stated that any data or tissue samples being sent overseas must have identifiers removed (Ethical Guidelines for Intervention Studies paragraph 7.2).
8. The Committee asked that the scope of any future unspecified research be narrowed as much as possible. For example, in terms of disease categories. (Ethical Guidelines for Intervention Studies 6.22).
9. The Committee requested that any advertisements for recommended future CCT therapies be submitted for review (Ethical Guidelines for Intervention Studies paragraph 6.22).

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

10. Please ‘NZise’ all documentation – for example, in the PIS for study partners (e.g. “The Coded Data may be transferred within your country or to other countries for analysis”).
11. Please add sponsor details on the front page.
12. Please add information on who the study partner can be (for example, friends, family, etc.).
13. Please add a table, indicating the purpose of the cognitive tests/questionnaires and time required to complete them.
14. Please make clear that study data will be used for validation of the VRFCAT tool.
15. Please update the compensation statement in line with the HDEC template.
16. Please ensure that ICFs are not duplicated.
17. Please change the HDEC reference to NTA, as it currently states NTB.
18. Please simplify the explanation of the HappyNeuron programme, including who the CCT coach or ‘vendor’ is, who has access to identifiable data (for example, that HappyNeuron will be aware of participants’ CCT usage and performance while completing the exercises and whether or not the sponsor will have access to the CCT portal and the CCT data (there are inconsistent statements about this in the study documentation)) and for what purpose (e.g. whether the HappyNeuron data can be used by the owners of that programme for their own commercial purposes), and the security of the data, including whether parties accessing any HappyNeuron data have obligations of confidentiality. Also add that data is being held in France, which has different privacy protections than in New Zealand.
19. Please amend all PISs, as relevant, to describe the scope of any future unspecified research.  For example, if it is well within the known intention of the sponsor to use data from this trial for Alzheimer’s disease or Cognitive impairment associated with schizophrenia (the IB refers to both). The FUR should say state this. If the diseases are nothing to do with mental health, it should also say so.
20. Please use the HDEC template for the study partner PIS, adding information on the provision of individual results and study summaries, and ensuring that only information relevant to the study partner is present.
21. Please add a Māori tissue statement in all appropriate PISs.
22. If there is to be bio-banking of samples, please add this.
23. Please mention access to medical records in the body of the PIS. Please note that information should not appear in the ICF without first appearing in the PIS.
24. Please advise participants of the HIV and hepatitis testing, and that these are publicly notifiable.
25. Please add frequencies to the list of side effects of the drug.
26. Please provide information on the risk management plan for suicidal ideation, i.e. the contacting of a psychiatrist.
27. Please amend the pregnant partner PIS to reflect that consent for access to health information of a child can only be obtained after the child has been born.
28. Please make clear in the pregnant partner PIS that there is no compensation available in relation to the pregnancy or the child.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please justify the retention of data for 30 years, otherwise please ensure that data is kept for only a 10 year period. (Ethical Guidelines for Intervention Studies paragraph 1.10).
· Please ensure that any data or tissue samples being sent overseas have identifiers removed (Ethical Guidelines for Intervention Studies paragraph 7.2).
· Please clarify the scope of any future unspecified research as well as possible. For example, in terms of disease categories. (Ethical Guidelines for Intervention Studies 6.22).
· Please provide any advertisements for recommended future CCT therapies (Ethical Guidelines for Intervention Studies paragraph 6.22).

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



	 3  
	Ethics ref:  
	19/NTA/12 
	 

	 
	Title: 
	Long term outcomes from acute musculoskeletal sepsis in the Paediatric Intensive Care Unit 
	 

	 
	Principal Investigator: 
	Dr Anna McDonald 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	25 January 2019 
	 



Dr Anna McDonald 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

This study is a 15 year review of all children between zero and fifteen years of age admitted to PICU with multifocal sepsis involving the musculoskeletal system.

Summary of resolved ethical issues 

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

1. The Committee queried whether patients are aware of their information being a part of the PICU database. The researcher responded that this is a clinical database so patients may not be specifically aware of their inclusion, and that this application therefore is seeking an ethics waiver to access this data without consent for recruitment purposes.
2. The Committee noted that, as this is a 15 year review, some of the children admitted for sepsis will now be adults, with a potential age range of a child currently aged just over 2 years (as the inclusion criteria include neonates) to an adult currently aged 29-30 years (i.e. who was 15 years old at the time of discharge from PICU). It was asked how the researchers are planning to reach each group of participants. The researcher confirmed that recruitment is the biggest issue in this study, and a specific health research nurse will therefore be employed to assist. A community outreach program is also being considered, where the latest healthcare point of contact will be identified and liaised with – likely a GP practice. The Committee inquired how this will work logistically. The researcher clarified that this will depend on the child’s contact with health services since the PICU admission, and will be easier if the individual is a regular user of the respiratory service. It is expected that fifty percent of the potential participant group will be lost to follow-up, and the Committee was assured that names will be cross-referenced with the mortality database to avoid contacting the families of deceased persons.
3. The Committee queried the process for gathering information on participants recruited into this study. The researcher clarified that participants would be contacted through the most recent address and phone number on file, and that engagement will be primarily with the Māori research nurse. The team will meet with the participant and allow them time to discuss their involvement with friends and family prior to consent. The Committee inquired where this meeting would take place. The researcher answered that this would ideally happen in the community, but can be done in clinic if necessary. The Committee questioned whether any safety management protocols were in place for community visits. The researcher responded that the visits would be conducted in pairs, and that an independent team may be employed for this process. No specific safety plan is in place yet, but the researchers confirmed there would be no cold-calling of individuals, with contact being made prior to the visit.
4. The Committee queried whether samples will be collected from participants. The researcher responded that no samples would be collected, but that a portable spirometer would be used during visits to test lung function. The Committee asked if patients could decline the lung function test. The researcher answered yes, and that this is stated in the PIS.
5. The Committee asked for confirmation that study data would be stored in a de-identified form. The researcher confirmed this, also explaining that study data cannot be accessed outside of the hospital.
6. The Committee noted that incidental findings may require referral for specialist treatment, and inquired as to who would pay for this treatment. The researcher answered that this may be covered by the DHB to which they are referred.

Summary of outstanding ethical issues

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

7. The Committee requested that the standardised interview template be submitted for review (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4.6).
8. The Committee asked that the potential use of study data for future unspecified research, including further investigative work, be clearly outlined in the protocol (Ethical Guidelines for Observational Studies 5.11).
9. The Committee noted that participants’ information needs to be retained for 10 years after they turn 16 (Ethical Guidelines for Observational Studies paragraph 1.9).
10. The Committee noted that both versions of letters to parents should explain how the researchers got the names and contact numbers, i.e. by waiver of consent from HDEC and the basis for that decision (Ethical Guidelines for Observational Studies paragraph 6.10).
11. The Committee commented that all questionnaires and surveys must only use a unique study number and not the participant’s identifying details (Ethical Guidelines for Observational Studies paragraph 8.2).
12. The Committee noted that the method of contacting participants and recruitment into the study needs much greater clarification in the protocol (Ethical Guidelines for Observational Studies paragraph 5.11).

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

13. Please provide PISCFs appropriate for the age groups of participants (aged from 2 to 29). The HDEC templates can be used as guidance.
14. Please include that this study will contribute to a Master of Health Science qualification.
15. Please remove the yes/no tick boxes from the consent form for all statements that aren’t truly optional; that is, where a participant could select ‘no’ and still participate in the study.
16. Please fix typos and grammatical errors.
17. Please make clear that there will be no direct benefit to participants from this research.
18. Please amend the statement around access to a free medical check-up and referral for consultation, as there is no guarantee that the latter will take place or that the participant will not have to pay for this.
19. Please clearly address the issue of access to further information from future investigations, making it clear what access is being consented to and over what period of time.
20. Please be clear in the parental PIS about who is being referred to (parent or child), and describe what abnormalities might be expected to be found.
21. Please add the sepsis inclusion criterion to the parental PIS.
22. Please add more information on privacy protection to the parental PIS, using the HDEC template as a guide.
23. Please review items are truly optional on the consent form, and amend the advocacy email accordingly.

Decision 

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

· Please provide the standardised interview template (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4.6).
· Please clearly outline the potential use of study data for future unspecified research, including further investigative work, in the protocol. Please also make very clear the methods of contacting and recruiting participants. (Ethical Guidelines for Observational Studies 5.11).
· Please ensure that participants’ information is retained for 10 years after they turn 16 (Ethical Guidelines for Observational Studies paragraph 1.9).
· Please ensure that both versions of letters to parents explain how names and contact numbers were obtained, i.e. by waiver of consent from HDEC, and give the basis for that decision (Ethical Guidelines for Observational Studies paragraph 6.10).
· Please ensure that all questionnaires and surveys use only a unique study number and not the participant’s identifying details (Ethical Guidelines for Observational Studies paragraph 8.2).
· 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).
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	Ethics ref:  
	19/NTA/18 
	 

	 
	Title: 
	SafePass.2 
	 

	 
	Principal Investigator: 
	Dr Mark Webster 
	 

	 
	Sponsor: 
	Emboline Inc 
	 

	 
	Clock Start Date: 
	07 February 2019 
	 



Robin Clarke 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

This study will evaluate the safety and performance of the Emboliner embolic protection catheter.

Summary of resolved ethical issues 

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

1. The Committee asked if there were risks associated with the use of nitinol and heparin. The researchers answered that nitinol is a commonly-used self-expanding metal used in a number of devices, and heparin is a standard medication.
2. The Committee observed that pre-clinical testing had only been conducted on four animal models, and inquired whether this was typical. The researchers responded that animal work is usually small, and that this was followed by a small 11 patient test in Europe for the first generation of this device. The Committee asked what changes had been made to the generation 1 model to create the generation 2 model. The researchers informed that these were minor changes for ease of use, such as reduced friction, increased strength of joints, and easier filter deployment.
3. The Committee queried whether all information involved in this study is de-identified. The researchers confirmed this.
4. The Committee queried whether there were other countries involved in this study. The researchers replied that, alongside New Zealand, the Netherlands and Israel would also participate.
5. The Committee inquired how participants would be identified for inclusion in the study. The researchers responded that all patients having a TAVI procedure and who meet the inclusion criteria will be offered the opportunity to enter the study; these people will be identified by medical records and discussion with clinical teams. The Committee asked how long patients will have to make their decision. The researchers stated that it will be a period of 2 to 3 weeks.
6. The Committee queried whether the 30-day follow-up procedure conducted by phone call was adequate, given that this is a first-in-human trial of the modified design of this device. The researchers responded that participants will be followed up clinically as well, 6 to 8 weeks after the TAVI procedure, as well as routine follow-up. Further, the risk to participants will be acute, so there is unlikely to be anything that could impact the patient beyond the point where the device is removed.
7. The Committee queried the compensation to participants and noted the researchers had not used the standard HDEC template wording for this sponsor-led research. The researchers explained that the sponsor has no fault insurance which is referred to in the protocol (section 18), which is why the HDEC wording has been modified.  The Committee undertook to consider the modified wording.

Summary of outstanding ethical issues

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

8. Please add to the risks section that adverse events have occurred in generation 1 testing, and that the generation 2 device is hoping to resolve this. Please add information concerning the very small number in the animal models and the FiH trials. The risk table on page 19 of the protocol would be helpful here.
9. Please add a Māori support statement, following the HDEC template.
10. Please make clear that IP rights will not be shared with participants.
11. Please state that privacy laws and protections outside of New Zealand may be different, in relation to the sending of data to the US.
12. Please add a Māori tissue statement.
13. Please include, in the compensation statement, the following wording from the HDEC template: “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:

1. On their own they are not legally enforceable, and may not provide ACC equivalent compensation. 
1. 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.”

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Kate O’Connor and Dr Kate Parker.
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	Ethics ref:  
	19/NTA/19 
	 

	 
	Title: 
	Ready to Eat: Home-based behavioural intervention to help children progress from tube to oral feeding 
	 

	 
	Principal Investigator: 
	Dr Sarah Leadley 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	07 February 2019 
	 



Dr Sarah Leadley 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

This project aims to further evaluate intensive home-based behavioural interventions to improve oral feeding in children that rely on feeding tubes.

Summary of resolved ethical issues 

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

1. The Committee queried what the role of other health professionals would be in the study. The researcher responded that most of those health professionals involved in this study were also involved in the PhD study, and are familiar. Dieticians will also be involved. As part of the referral process all relevant health professionals are informed of the study.
2. The Committee queried the role of the video recordings taken during the study visits. The researcher responded that this was to increase the accuracy of the data, and is undertaken as part of an observer agreement where an independent observer will also review the footage. This will establish inter-observer reliability. The Committee asked how this data would be stored. The researcher responded that this will be stored on a university laptop, and filed under the child’s study code.
3. The Committee asked for confirmation that data would be kept for 10 years after the child turns 16. The researcher confirmed this.
4. The Committee queried whether there was compensation for parents who would need to take time off work. The researcher responded that many of the mothers of these children, based on the previous study, are expected not to be working.
5. The Committee asked what provisions were in place if responses to the questionnaires raise health and safety concerns; for example, depression. The researcher stated that there will be both an academic and psychiatric supervisor in place, with the option of specialist referral available.
6. The Committee queried how the waitlist control group will be monitored. The researcher responded that there would be 3 visits over the 6 month period at 2 month intervals. This will be done both in person and by video call.

Summary of outstanding ethical issues

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

7. The Committee requested that the protocol be amended around usage of the smartphone application, Countee, in terms of data security (who is able to access data collected through Countee, whether the data is in identifiable form or de-identified and what use, if any, the app may make of collected data, e.g. sale to third parties) and means of storage. The Committee also raised concerns about smartphone data security, and suggested using an iPad or tablet, which have internal storage as an alternative. (Ethical Guidelines for Intervention Studies paragraph 5.41). 
8. The Committee recommended that additions be made to the safety protocol; both that someone knows where the researcher is and that the researcher will make check-ins with that person (Ethical Guidelines for Intervention Studies paragraph 5.41).
9. The Committee commented that all questionnaires must only use a unique study number and not the participant’s identifying details (Ethical Guidelines for Intervention Studies paragraph 7.2).

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

10. Please reduce the length of the PISs, keeping them as simple as possible and avoiding repetition.
11. Please add to the 6-12 year-old PIS that the child has the ability to stop the study, as well as the parent and researcher.
12. Please be consistent across the PISs, ensuring that 14 is the upper age limit of participants.
13. Please add that people other than the participants may incidentally be captured on the video recordings, and that recordings are for analysis purposes only, will not feature in presentations, and will be destroyed as soon as possible.
14. Please amend to state that if participation is withdrawn, data up to the point of withdrawal will be retained.
15. Please ensure that parents are informed that they will be evaluated for treatment fidelity and explain what that means.
16. Please give an estimate of time required to complete questionnaires.
17. Please make clear what data will be accessed from medical records, for what purpose, and what kind of records are being utilised – e.g. paediatric reports.
18. Please amend the ACC statement to say that participants will be eligible to apply for compensation.
19. Please explain any necessary information about Countee in terms of data collection, accessibility, use, and storage.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please amend the protocol to require use of an iPad or tablet, which have internal storage as opposed to reliance on the cloud, as an alternative to the smartphone application. Please also add to the safety protocol both that someone knows where the researcher is and that the researcher will make check-ins with that person (Ethical Guidelines for Intervention Studies paragraph 5.41).
· Please ensure that all questionnaires must only use a unique study number and not the participant’s identifying details (Ethical Guidelines for Intervention Studies paragraph 7.2).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Toni Millar and Dr Kate Parker.
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	Ethics ref:  
	19/NTA/20 
	 

	 
	Title: 
	PERN Pneumonia study 
	 

	 
	Principal Investigator: 
	Dr Stuart Dalziel 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	07 February 2019 
	 


 
Dr Stuart Dalziel 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

This is a prospective cohort study using a sample size of approximately 5000 children diagnosed with community acquired pneumonia in EDs that are part of the Paediatric Emergency Research Network (PERN). It aims to identify predictors of disease severity in paediatric CAP, and to develop a clinical prediction rule to accurately identify and evaluate severity of children with CAP.

Summary of resolved ethical issues 

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

1. The Committee asked for justification for seeking informed consent in a verbal, not written, form. The researcher responded that this is a low harm study for patients, where they will be asked if they have seen a doctor. If yes, the research team will contact them to ask about the details of this visit. This is a method which has been employed previously in larger studies across Australia and New Zealand. The Committee asked if these studies documented and witnessed the verbal consent. The researcher replied that the consent was documented, but due to the nature of emergency departments this was not able to be witnessed. Parents are also able to opt-out when contacted by the research team. The Committee asked if when phone contact is made whether the parents are reminded of the terms of consent. The researchers answered that this had not previously been done, but that in this study they could give this reminder and emphasise that participation is voluntary. The Committee questioned whether the phone calls are recorded. The researcher stated that calls were not audio recorded. The Committee asked if there was no possibility that, given that much work has been done to provide informed consent to ED patients, a written tick-box form of consent could not be implemented. The researcher conceded that this could be done, and asked if an abbreviated form of the standard consent template could be utilised. The Committee stated that this is acceptable.  The Committee and the researchers agreed that written consent would be obtained from participants’ parents/care givers in an abbreviated form. The Committee also requested that when parents/caregivers are contacted for follow-up, they be reminded of the nature and scope of the research, that they consented to the child’s participation, and that they may still opt-out.  
2. The Committee raised concerns about the protection and governance of the international database. The researcher responded that the only potentially identifiable information sent offshore will be the age – in years and months – and sex of the patient. The time of ED admission, but not the date, will also be collected as well as clinical information. The researchers explained the security with the local storage of data in the REDCap database which has international accreditation (HIPAA compliant) and at the University of Cincinnati.
3. The Committee asked for clarification of the data collection process from patients. The researcher replied that clinical staff will be used to collect data in the ED, which will be entered into a REDCap database. All follow-up data will be collected by research nurses working in the Children’s Emergency Department. This too will go into the REDCap database. Any paper copies of the follow-up data will be destroyed along with clinical note paper. The Committee asked if all paper records collected in the ED will be destroyed as well. The researcher clarified that the first paper record that was kept will be stored.
4. The Committee queried whether any artificial intelligence will be used to assist with the prediction rule, such as scanning medical records. The researcher responded that this will not be done, as the study will be dealing with many different languages and health systems which would not make this feasible. Prediction rules will be developed with standard methods.
5. The Committee acknowledged that the validation study of the prediction rule will be submitted in a different application.
6. The Committee asked why the study was not collecting ethnicity data. The researcher replied that there is no standard method for collecting ethnicity data internationally, and that a large portion of the cohort come from areas where determining ethnicity is difficult. Ethnicity data will be collected locally from the 3 hospitals in New Zealand, but the exploratory power is lacking to utilise it.

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 it would like to see the modified consent form for its approval (Ethical Guidelines for Observational Studies paragraph 6.10).
8. The Committee advised that all health information  of paediatric patients needs to be kept until 10 years after the child turns 16 (Ethical Guidelines for Observational Studies paragraph 1.9).

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

9. Please add the HDEC contact details and the HDC Advocacy Service contact details.
10. Please provide additional assent forms, including the 5-10 year age group. Assent templates can be found on the HDEC website for other age groupings.
11. Please remove the “There are no blood tests” statement, as this may be clinically required, albeit not for this research.
12. Please acknowledge that, when data is sent overseas, other countries have different privacy laws and protections than those in New Zealand.
13. Please mention that researchers outside of this study will have access to de-identified data.
14. Please ensure that all PISs follow the HDEC template, as there are required sections missing. A better description of the study and the procedures and methodology is required in general – for example, the review of medical records for all participants, follow-up data collection for a sub-set of participants, the surveys/questionnaires to be completed, why a contact number is required for the follow-up questionnaire and how long that will take to complete.

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee. Please also provide the modified consent from for Committee approval. (Ethical Guidelines for Observational Studies paragraph 6.10).
· Please ensure that all health information of paediatric patients is kept until 10 years after the child turns 16 (Ethical Guidelines for Observational Studies paragraph 1.9).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Christine Crooks.
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	Ethics ref:  
	19/NTA/21 
	 

	 
	Title: 
	Emergency Department Safety Aotearoa New Zealand (EDSANZ). 
	 

	 
	Principal Investigator: 
	Dr Stuart Dalziel 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	07 February 2019 
	 


 
Dr Stuart Dalziel 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

This is a multicentre prospective cohort study of emergency department adverse events in 6,336 eligible patients from 9 New Zealand EDs presenting over 1 year.

Summary of resolved ethical issues 

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

1. The Committee asked why the types of adverse events being looked at are not defined in the PIS. The researcher responded that a balanced approach was wanted, to avoid patients reporting everything as an adverse event on the one hand, and reporting none at all on the other. The Committee queried whether the implications have been considered around potential charges of institutional racism etc. The researcher replied that the study team is aware of this, and that if such a problem is found it will be communicated without sensationalism.
2. The Committee queried why justification was being sought to secure only verbal consent for participation. The researcher answered that the resources of the study need to match the demands of the emergency department environment. Due to the often high volume of patients it cannot be guaranteed that there will be time to sit down with participants and get written consent. After discussion, the researcher confirmed that written consent could be secured from the group of patients who are well enough to consent and would submit an abbreviated version of it for the Committee’s consideration.  
3. The Committee discussed with the researchers other groups of patients who will be sought to participate in this research.  Such sub-groups of patients include (1) the critically unwell, who are unable to consent at the time due to competency issues; (2) patients whose competency is compromised (e.g. because of drugs or alcohol); (3) patients who are missed altogether because there is a ‘surge’ in the numbers flowing through ED at the time; (4) patients who have died, who have consented to participation or who were ‘missed’ and have not consented to participation before they died; (5) patients lost-to-follow up. All of these sub-groups of patients are at higher risk of an adverse event and, if mechanisms to include them in the research are not designed, they will not be represented in the research which would compromise its quality and effectiveness. The researcher agreed to consider all such relevant groups and to design ways in which they could be ethically included in the research and submit the same to the Committee for its consideration which, for some of the groups, would range from sending out PISs to some, telephone consenting and verbal consent in others, and seeking a waiver of consent in other cases.
4. The Committee noted that proxy consent is only legally acceptable in cases where the research would save the person’s life or prevent serious damage to the person’s health or where the research is in the person’s best interests (Right 7(4) of the HDC Code). The researcher accepted this and advised that this would not be sought.

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 researcher is to include in the protocol the methods of including all patients into the research including the aforementioned sub-groups of patients and to provide amended PISs, consent forms and proposed telephone scripts for the Committee’s consideration.  (Ethical Guidelines for Observational Studies paragraphs 5.11 and 6.10).
6. The Committee noted that for both deceased patients and those lost to follow-up, the researchers must forward an argument for accessing their medical records without consent. The criteria for this ethics waiver can be found in paragraph 6.43 of the NEAC observational Guidelines. (Ethical Guidelines for Observational Studies paragraph 6.43).

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

7. Please provide an improved definition of adverse events as this may impact on a participant’s ability to communicate them clearly.
8. Please provide additional assent forms, including the 5-10 year age group. Assent templates can be found on the HDEC website for other age groupings.
9. Please remove the “There are no blood tests” statement, as this may be clinically required.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please provide a script of telephone calls with those unable to provide written consent, so that it can be established that there is informed consent. Please also provide a copy of the PIS to be sent out to participants if verbal consent is given. (Ethical Guidelines for Observational Studies paragraph 6.10).
· Please make very clear in the protocol the sub-groups of critically unwell patients and the means and flow by which they will be consented (or have their consent waived by HDEC). These are those who are critically unwell and recover, those who are critically unwell and remain hospitalised, and those who have died. The method of consent for those not critically unwell should also be outlined. (Ethical Guidelines for Observational Studies paragraph 5.11 and 6.10).
· Please forward an argument for accessing the medical records without consent for both deceased patients and those lost to follow-up. The criteria for this ethics waiver can be found in paragraph 6.43 of the NEAC observational Guidelines. (Ethical Guidelines for Observational Studies paragraph 6.43).

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Kate O’Connor and Dr Christine Crooks.
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	Ethics ref:  
	19/NTA/22 
	 

	 
	Title: 
	Prospective Study of SUDEP in New Zealand 
	 

	 
	Principal Investigator: 
	Dr Peter Bergin 
	 

	 
	Sponsor: 
	Auckland District Health Board 
	 

	 
	Clock Start Date: 
	07 February 2019 
	 


 
Dr Peter Bergin 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 conflicts of interest were declared during the meeting, although Ms Rochelle Style had noted a potential conflict of interest prior to the meeting date. The Committee allowed Ms Style remain present for the discussion of this application.

Summary of Study

This study seeks to accurately calculate the incidence of Sudden Unexpected Death in Epilepsy (SUDEP) by establishing a registry within EPINET and including the health information of patients who died before consent to access their information could be secured. Interviews with the families of deceased will be used to collect background information on patients for entry into the registry as well. The study also seeks to use the DNA of deceased people for research purposes, extracted from post-mortem. The incidence of SUDEP will be monitored for 5 years to determine if changes in epilepsy management result in a change in SUDEP incidence.

Summary of resolved ethical issues 

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

1. The Committee recognised the very important nature of this research but suggested it be undertaken as a staged approach, investigating the incidence first and any possible use of tissue subsequently, because the use of tissue, plus the contact with family of the recently deceased, are far more complex.  

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 observed that the information sheet to be provided to the deceased’s family does not meet the ethical standards required for informed consent and requires significant amendments (Ethical Guidelines for Observational Studies paragraph 6.10).
3. The Committee noted that there was potential to cause distress by contacting the survivors of deceased patients – including questions around resuscitation attempts, suicide, and drug use – and that the method of approach and recruitment could be substantially improved. The Committee’s preference is that the initial contact about the research is made to the family through the deceased’s GP (or other relevant organisation, e.g. Coroners, Epilepsy NZ). Contact made through text messaging was thought to be particularly inappropriate. (Ethical Guidelines for Observational Studies paragraph 6.5).
4. The Committee requested that any advertising material, such as that appearing in journals, be submitted for review (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4).
5. The Committee discussed the ethical and legal issues raised around the use of coroner’s/posthumous data and tissue, its indefinite storage, and sending it overseas. The Committee requested for the research to seek relevant legal advice regarding the legality of the use of deceased people’s data and tissue as proposed in the research. The Committee also asked the researchers to provide information regarding whether there is a social license in New Zealand for the use of deceased data and tissue as proposed by the researcher. (Ethical Guidelines for Observational Studies paragraph 1.9).
6. The Committee requested evidence of rejuvenated Māori consultation regarding this study, particularly in regards to the posthumous bio-banking of tissue (Ethical Guidelines for Observational Studies paragraph 4.4).

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

7. The PIS for DNA storage requires extensive amendment including more information about risks for family members regarding potential findings, a plan for returning genetic findings – such as who will do it, destruction rights, and what happens to data – and information on bio-bank governance. 
8. The main PIS also requires extensive amendment as noted – please refer to the HDEC template for guidance
9. Please detail who has access to identifiable health information.
10. Please provide clarity on both aspects of research: the prospective SUDEP registry and the case control study.
11. Please state that this was submitted to the Northern A HDEC.

Decision 

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

· Please note that the information sheets to be provided to the deceased’s family do not meet the ethical standards required for informed consent. The information sheets and consent forms should be amended, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies paragraph 6.10).
· Please address the potential distress which could be caused by contacting the survivors of deceased patients (Ethical Guidelines for Observational Studies paragraph 6.5).
· Please provide any advertising material, such as that appearing in journals (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4).
· Please address the ethical and legal issues raised around the use of coroner’s/posthumous data and tissue, its indefinite storage, and sending it overseas. A legal opinion should be submitted to help determine the legality of the study. Please also provide a cover letter commenting on the scope of a social license on these issues (Ethical Guidelines for Observational Studies paragraph 1.9).
· Please provide evidence of rejuvenated Māori consultation regarding this study, particularly in regards to the posthumous bio-banking of tissue (Ethical Guidelines for Observational Studies paragraph 4.4).


	 9  
	Ethics ref:  
	19/NTA/23 
	 

	 
	Title: 
	Restorbio RTB101-204 "A Multicenter, Randomized, Double Blind, Placebo-Controlled, Phase 3 Study to Determine if RTB101 Prevents Symptomatic Respiratory Illness Associated with Laboratory-Confirmed Pa 
	 

	 
	Principal Investigator: 
	Dr Dean Quinn 
	 

	 
	Sponsor: 
	INC Research New Zealand Limited, a Syneos HealthT 
	 

	 
	Clock Start Date: 
	07 February 2019 
	 



Dr Dean Quinn 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

This is a phase 3 study to determine if RTB101 prevents symptomatic respiratory tract infections in the elderly over 65 years of age.

Summary of resolved ethical issues 

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

1. The Committee raised issues with wording in the study advertising material; both the heading “At Risk of developing RTI” – where that is not the object of the study – and the tagline “Get involved in a study that may reduce your chance of catching the cold or flu” – which is what the study is trying to prove. The researcher responded that the participant population is elderly and statistically at risk of RTI, and that the qualifier ‘may’ addresses the alleged problem in the latter.
2. The Committee queried how ethnic data will be collected. The researcher responded that the study would use standard New Zealand ethnicity parameters. The Committee asked how this will be transposed into an FDA acceptable format. The researcher clarified that this would be run through appropriate data management procedures.
3. The Committee queried whether patients approached for participation would be able to consent for themselves. The researcher answered that this was an inclusion criterion.
4. The Committee asked how patients would be identified for recruitment. The researcher replied that there would a number of different avenues of recruitment: those from previous studies, advertising, and word of mouth.
5. The Committee queried whether there were concerns about researcher safety in home visits, and if there was a safety plan in place. The researcher responded that home visits will likely not be necessary, and that participants can make clinic visits.
6. The Committee queried the advice in the PIS about vomiting, which advises that participants do not take another dose if this occurs. The researcher replied that this was to prevent participants from double-dosing.




Summary of outstanding ethical issues

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

7. The Committee requested that the researcher seek clarification from the study sponsor about the data security provisions in place for the e-diaries, what data is being collected and whether it is identifiable, and to whom the data will be made available. Please also confirm that identifiers such as year of birth and initials are not being collected. (Ethical Guidelines for Intervention Studies paragraph 7.3).
8. The Committee asked if the researcher could confirm whether pharmacogenomics data will be returned to the participants (Ethical Guidelines for Intervention Studies paragraph 5.41).
9. The Committee requested that the parameters of future unspecified research be narrowed as much as possible. For example, in terms of disease categories. (Ethical Guidelines for Intervention Studies paragraph 5.41).
10. The Committee noted that there are very clear statements that genetic data may be provided to participants in the pharmacogenetic PIS. The Committee advises that if the researcher wishes to retain the option to return genetic results, a clear plan for doing so will need to be included in the protocol (Ethical Guidelines for Intervention Studies paragraph 5.41).

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

11. Please identify that INC Research is the CRO, not the local sponsor. The sponsor details should also be listed.
12. Please amend the pregnant partner PIS, so that consent is not being sought for the collection of infant data prior to birth. It should also be made clear that the pregnant partner will not have costs paid for in relation to the pregnancy.
13. Please ensure the privacy notice precedes the consent form in the PISCF. Also include information on other countries where data will be sent and their respective differences in privacy protection.
14. Please update the ACC wording in line with the HDEC template in all PISs.
15. Please make clear the location of laboratories where blood samples are to be analysed and stored in all PISs.
16. Please address the possibility of significant incidental findings, and advise that medical records will be accessed. It should also be noted that the cost of procedures outside of the study will not be covered by the sponsor.
17. Please include a contraception statement that even men who have had a vasectomy need to wear a condom during participation, as per the protocol.
18. Please note that a decision to withdraw from the study does not need to be submitted in writing.
19. Please simplify language and reduce repetition.
20. Please provide a description of the deep nostril swab and RIDT.
21. Please only list side-effects arising in the earlier two trials for non-cancer patients.
22. Please advise participants that private health insurance might be affected by participation in the trial.
23. Please explain that all IP rights belong to the study sponsor and that there will be no financial benefits to participants if commercially successful.
24. Please include the statement “Although any future biomarker research will have been reviewed by an ethics committee, advice regarding whether the committee will have New Zealand representation” in the FUR PIS.
25. Please include a statement of privacy risk in the pharmacogenomics PIS, and that the possibility of identification from genetic testing has a higher risk than other kinds of data.
26. Please check wording in the optional pharmacogenomics PIS, as this indicates that will be given back to the patient.
27. Please amend the advocacy email, taking into account the above changes.
28. Please amend the PIS in line with the decision made in regards to the returning of genetic data to participants. If data is to be returned, information should include what kind of genetic findings can be made – for example, the scope of the genetic testing – and what will happen if there are incidental findings made outside that testing, in addition to an appropriate plan about how the results will be discussed and returned to participants who elect to receive them.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please seek clarification from the study sponsor about the data security provisions in place for the e-diaries, what data is being collected and whether it is identifiable, and to whom the data will be made available. Confirmation should be given that year of birth and participant initials are not being collected. (Ethical Guidelines for Intervention Studies paragraph 7.3).
· Please confirm whether pharmacogenomics data will be returned to the participants. Please also define the scope of future unspecified research as clearly as possible. For example, in terms of disease categories. (Ethical Guidelines for Intervention Studies paragraph 5.41).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Christine Crooks.
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	Ethics ref:  
	19/NTA/24 
	 

	 
	Title: 
	A Phase 2, Randomized, Placebo-Controlled, Double-Masked Study to Assess Safety and Efficacy of Multiple Doses of IONIS-FB-LRX, an Antisense Inhibitor of Complement Factor B, in Patients with Geograph 
	 

	 
	Principal Investigator: 
	Dr Philip Polkinghorne 
	 

	 
	Sponsor: 
	INC Research New Zealand Limited, a Syneos HealthT 
	 

	 
	Clock Start Date: 
	07 February 2019 
	 



 No researcher was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

The purpose of this study is to see if the study drug reduces the amount of the Factor B protein and if this will slow the progression of Geographic Atrophy in persons who have Age-Related Macular Degeneration. The safety and tolerability of the study drug will also be determined.

Summary of resolved ethical issues 

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

1. The Committee noted that this a staged application, and requested that a substantial amendment be submitted when stage 2 of the study is reached.

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 requested to be supplied with peer review from an appropriately qualified professional, preferably a public health physician, regarding the safety and appropriateness of the vaccinations and the accuracy of information regarding these given to participants in the Information Sheet (Ethical Guidelines for Intervention Studies Appendix 1).
3. The Committee asked that identifiers such as date of birth and initials not be included in any electronic databases or on lab samples and forms (Ethical Guidelines for Intervention Studies paragraph 7.3).
4. The Committee requested clarification that all data sent to the sponsor is de-identified (Ethical Guidelines for Intervention Studies paragraph 7.2).
5. The Committee expressed concern about the use of the Home Trial Support to be provided by PCM Trials. The documentation provided to the Committee is insufficient for it to be satisfied about the overall safety to participants, particularly around issues relating to data privacy, security, and confidentiality. For example, further detail is required regarding how and where the information collected by PCM Trials will be kept and the protective measures taken in relation to it, what kind of information will be collected, what kind of other documentation, in addition to contact details, PCM Trials will have access to and whether PCM Trials provides confidentiality undertakings. If the researchers wish to continue with this home trial support, greater detail must be provided to the Committee.  In addition, it is not clear whether the home support is free for participants. (Ethical Guidelines for Intervention Studies paragraphs 6.38, 7.2, and 7.3).
6. The Committee safety issue of study drugs being stored in the participant’s fridge was also said to be in need of addressing. (Ethical Guidelines for Intervention Studies paragraph 5.41).
7. The Committee commented that the collection of ethnicity data should be undertaken in line with MoH guidelines (Ethical Guidelines for Intervention Studies paragraph 1.7).
8. The Committee noted that the sponsor’s insurance certificate has expired and doesn’t mention New Zealand specifically, and the exact protocol number differs from that in the application documentation. The Committee advised that these issues must be attended to immediately if the researcher wishes to conduct this study in New Zealand. (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4.7).
9. The Committee requested that further details of how incidental findings, such as depression in response to answering questionnaires like the NEI VFQ-25, will be managed be added to the protocol (Ethical Guidelines for Intervention Studies paragraph 5.41).

The Committee requested the following changes to the Participant Information Sheet and Consent Form, and notes that there are 4 different PISs: (1) a PISCF for the main study; (2) a PISCF for an optional genetic sub-study; (3) a PISCF for an optional FUR sub-study; and (4) a PISCF for a pregnant partner. Care must be taken to ensure all relevant amendments are made to all PISs as indicated:

10. Please be specific in the main PIS about the chance of receiving a placebo; whether it is 1/3 or 1/4.
11. Please change wording in the main PIS which refers to the optional genetic test, so that it reflects this optionality. E.g. “we will need” to “we would like” (page 8).
12. Please state the location of the reading centres on page 18 of the main PIS.
13. Please refer to ethnicity, not race.
14. Please amend, to reflect that a study cannot be stopped for commercial reasons, as states in the protocol.
15. Please update the compensation wording in the main PIS in line with the HDEC template.
16. Please include Māori support contact information in all PISs.
17. Please provide in the main consent form the option for participants to receive individual study results. Currently, the consent form only refers to the option of individuals receiving a summary of the research results, and to the provision of abnormal results to be sent to their GPs. There must be consistency between the statements made in the main PIS and the main consent form in relation to the return of individual results (page 17) and incidental findings (page 13) and options referred to in the main PIS provided for in the main consent form.
18. In the main PIS, please advise participants of the location of the ‘central laboratory’ where the FUR samples will be sent (page 17). This must also be made clear in the PIS which is for FUR (page 2).
19. Please make it clear in the main PIS that the FUR is optional – the main PIS makes it clear that the genetic sub-study is optional but it is not as clear in relation to the FUR.
20. In the PIS for FUR, please ensure the scope of the FUR is better defined. In the FUR consent form, reference is made to two options for the use of the participant’s samples, i.e.  for either (1) ‘future research closely related to this research project’ ;or (2) to ‘any future research’.  At the very least, these options must be explained in the main body of the FUR PIS.  Furthermore, if the intended future research is to be restricted in scope to only eye-disease-related research, then please specify that in the PIS.   
21. Please make it clear in the PIS for the genetic sub-study what the samples may be used for. In the consent form for the genetic sub-study, options are given for the genetic samples to be used for “this research project only” or for “any closely related future research projects”. These options must be fully described in the PIS for the genetic sub-study in as much detail as possible. As presently drafted, the genetic analysis for the research project appears to be only for a subtype of immune genes. If the closely related research relates only to eye disease, this should be stated. Please also address inconsistencies in the PIS in relation to future use such as the statement on page 5 of the genetic PIS that de-identified data might be used of released for “other purposes without asking you”.
22. In the genetic PIS on page 5, section 16, please explain whether the HDEC will be a New Zealand HDEC and, if not, whether there will be New Zealand representation. 
23. In the genetic PIS please correct the error on page 6 which currently states “Your sample will be stored in such a way that your identity could reasonably be ascertained”.
24. Please note in the risks section of the genetic PIS that there is a greater risk of re-identification with genetic material.   
25. Please remove from page 6 of the genetic PIS the first three paragraphs under the heading “What if something goes wrong”, as they are not relevant to this sub-study.  These paragraphs should appear in the main PIS. 
26. Please make clear that the sponsor can see medical records.
27. Please amend the statement on page 11 so that it reads “not participate in any other clinical trial.”
28. Please list the actual sponsor – which will bear the financial burden of compensation – as the study sponsor, though still include the CRO details.
29. Please amend the statements in the pregnancy and reproductive risks section (page 16) which state that the study doctor and the sponsor may require access to “your infant’s and your medical records …”.  An additional PIS is required for this (as has been provided) and it is optional – it cannot be required.  Furthermore, a child’s records can only be accessed once he or she is born and consent must be sought at that time, it cannot be sought before the child is born.
30. Please amend statements in the PIS for pregnant partner which refer to accessing records of a child – this must be re-consented once the child is born (e.g. on page 2).
31. Please check and amend inconsistent statements in the main PIS about whether therapies are available for the treatment of GA secondary to AMD (e.g. pages 12 and 18).
32. Please amend the advocacy email, taking into account the above changes to the PIS.
33. Please advise participants of how incidental findings, including depression, will be managed.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· Please provide peer review from an appropriately qualified professional regarding the safety and appropriateness of the vaccinations and the accuracy of information regarding these given to participants in the Information Sheet (Ethical Guidelines for Intervention Studies Appendix 1).
· Please ensure that identifiers such as date of birth and initials are not included in any electronic databases or on lab samples and forms (Ethical Guidelines for Intervention Studies paragraph 7.3).
· Please clarify that all data sent to the sponsor is de-identified (Ethical Guidelines for Intervention Studies paragraph 7.2).
· Please ensure that the collection of ethnicity data is undertaken in line with MoH guidelines (Ethical Guidelines for Intervention Studies paragraph 1.7).
· Please provide documentation which will reassure the Committee if the overall safety to participants, particularly around issues relating to data privacy, security, and confidentiality. For example, please explain how and where the information collected by PCM Trials will be kept and the protective measures taken in relation to it, what kind of information will be collected, what kind of other documentation, in addition to contact details, PCM Trials will have access to, and whether PCM Trials provides confidentiality undertakings. Please also make clear whether the home support is free for participants. (Ethical Guidelines for Intervention Studies paragraphs 6.38, 7.2, and 7.3).
· Please update the sponsor’s insurance certificate (as it has expired), and ensure that it mentions New Zealand specifically. Please also amend the protocol number so that it matches the application documentation. (Standard Operating Procedures for Health and Disability Ethics Committees paragraph 42.4.7).
· Please add further details of how incidental findings, such as depression in response to answering questionnaires like the NEI VFQ-25, will be managed to the protocol (Ethical Guidelines for Intervention Studies paragraph 5.41).
· 

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

























Substantial amendments
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	Ethics ref:  
	15/NTA/92/AM14 
	 

	 
	Title: 
	Prostate Cancer Registry 
	 

	 
	Principal Investigator: 
	Mr Stephen Mark 
	 

	 
	Sponsor: 
	Shannyn Merlo 
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Mr Stephen Mark and Jude Clarke 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

This is an amendment to the design of an established prostate cancer registry. Proposed operational changes include linking with a number of national data collections and retention of patient identifiers on opt-out.

Summary of resolved ethical issues 

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

1. The Committee believed that it was acceptable to retain patient identifiers on the grounds of not needing to contact patients at a future point in time.
2. The Committee queried whether linking to the Urological Tumour Standards dataset was problematic as it is still in development. The researchers commented that the dataset is still in its early stages, but that linkage is important for providing PSA information and risk stratification which will minimise the impact on DHBs and individual clinicians.
3. The Committee asked for an explanation of the requested waiver of consent for patients who died before consent could be sought. The researchers clarified that a request would be made of each individual hospital which would allow the collection of deceased patients’ data – those patients who die in the period between diagnosis and being asked for consent. The Committee had discussed issues about the use of deceased people’s data in relation to an earlier application and has sought guidance from the Ministry of health. At present, it appeared to the Committee that each individual DHB would have its own policies and procedures regarding the use of such data.
4. The Committee asked if a waiver is also being requested for patients who are diagnosed with prostate cancer via a TURP and not advised of this diagnosis, in relation to whom the treating clinician has requested the registry does not contact the person. The researchers clarified that this is largely an Australian requirement, for when a diagnosis of prostate cancer is made that is not a clinically relevant. The researcher explained that a very small number of elderly men who have a benign surgical procedure for relief of symptoms end up with a histology which indicates a small amount of cancer. The low volume of the histology and the age of the patient are what make this clinically irrelevant, and the researchers want to avoid contacting patients unnecessarily. Thus, a waiver is being sought. The Committee was satisfied that a waiver was justified pursuant to guideline 6.43 of the NEAC Ethical Guidelines for Observational Research.
5. The Committee inquired as to how New Zealand data will be transmitted to the ANZ registry. The researchers confirmed that this would be in a de-identified form.
6. The Committee queried where the scientific advisory committee would be located once established. The researchers stated that this would be based in Australia, with steering committees also located in each Australian state and New Zealand.
7. The Committee acknowledged receipt of the PCOR-NZ Steering Committee’s policy and procedure for accessing data from PCOR-NZ for research purposes, as well as the QUALY questionnaire, and will review these.
8. The Committee expressed concern about the Registry’s access to data either at site or via remote access to sites’ patient management system. But was assured that such access is unexceptional and that appropriate safeguards are taken by sites to protect patient confidentiality  
9. The Committee noted that registry reporting is currently proposed to be to treating clinicians only rather than public reporting, because of data quality issues in early stages of the registry’s development making it inappropriate to publicly report output. However, this is a matter which will need to be addressed on an on-going basis, with a view to public reporting being made as soon as possible. Reporting to the public was stated to be an important part of accountability and the building of trust for participants and the public as a whole.

Summary of outstanding ethical issues

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

10. The Committee judged that a 3 week opt-out period for inclusion in the registry is an appropriate time length (Ethical Guidelines for Observational Studies paragraph 5.11).
11. The Committee requested that the protocol be aligned with the ANZ registry documentation (Ethical Guidelines for Observational Studies paragraph 5.11).
12. The Committee, upon reviewing the PCOR-NZ Steering Committee’s policy and procedure for accessing data from PCOR-NZ for research purposes, noted that until a participant has consented to inclusion in the register, there should be no notification of diagnosis uploaded to the registry as indicated in Table 1. 

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

13. Please make very clear that electronic medical records can be accessed remotely from a single site, as per the agreement among DHBs and others (such as urologists), and who will have access to data.
14. Please make clear the time period for data collection of PROMs.
15. Please add more detail on what the register will be collecting – for example, images, lab results, etc. Please make it very clear that the data collection is ongoing and the time frames for it.
16. Please explain that researchers outside of New Zealand may have access to data but that there are governance mechanisms in place to oversee data requests. Also explain how data will be released (i.e. when it will be de-identified and the circumstances in which identifiable data will be released (treating clinician only).
17. Please explain in lay-language the data-linking process.
18. Please make clear to participants what information is contained in the NHI dataset, e.g. ethnicity, location, etc.
19. Please amend all documentation to allow for a three week opt-out period, including the protocol, the PCOR-NZ Steering Committee’s policy and procedure for accessing data from PCOR-NZ for research purposes and the PIS.
20. Please amend the cover letter which is to be sent to participants with the quality of life survey at 12 months to acknowledge, and remind participants that they have agreed to be part of the PCOR and that the questionnaire is part of that Register.
21. Please explain in all relevant documentation the plan to manage any issues raised by the completion of the questionnaire (e.g. depression).

Decision 

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

· Please amend the information sheet and consent forms (and other related documentation), taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies paragraph 6.10).
· Please amend the protocol so that a 3 week opt-out period for inclusion in the registry is provided. Please also align the protocol with the ANZ registry documentation (Ethical Guidelines for Observational Studies paragraph 5.11).


The meeting closed at 6:00pm.
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