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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	06 August 2019

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



	Time
	Item of business

	12:00pm
	Welcome

	
	Confirmation of minutes of meeting of 02 July 2019

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

	
	 i 19/NTB/108
 ii 19/NTB/113
 iii 19/NTB/114
 iv 19/NTB/115
 v 19/NTB/116
 vi 19/NTB/117
 vii 19/NTB/118
 viii 19/NTB/120
 ix 19/NTB/121
 x 19/NTB/122
 xi 19/NTB/123
 xii 19/NTB/124

	
	General business:
Noting section of agenda

	5:30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	24/07/2015 
	19/03/2018
	Present 

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

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

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

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


 

Welcome
 

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Mrs Jane Wylie and Mrs Stephanie Pollard.

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 02 July were confirmed.



New applications 


	 1  
	Ethics ref:  
	19/NTB/108 

	 
	Title: 
	Transition of care from paediatric to adult renal services 

	 
	Principal Investigator: 
	Dr Claudia Vallebella 

	 
	Sponsor: 
	-

	 
	Clock Start Date: 
	25 July 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. Dr Nora Lynch declared a potential conflict of interest, and the Committee decided to continue the discussion with Dr Lynch in attendance.

Summary of Study

This qualitative study will look at the experiences and needs of adolescents and young adults who are transitioning or have recently transitioned from paediatric to adult renal services; this will take the form of semi-structured interviews.

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 requested clarification of the recruitment process, as this was not clear given the transition from paediatric to adult renal care.
2. The Committee requested an update on formal Māori consultation.
3. The Committee asked that parents receive travel vouchers as a matter of course, not merely if they are required. Parking should also be covered.
4. The Committee requested the researcher safety protocol for home interviews.
5. The Committee asked for clarification of whether pre- and post-transition interviews would be conducted.
6. The Committee wished it noted that the Privacy Act provides for an exception for access rights for persons under 16 years of age. It should therefore be considered whether an access request will require parent/guardian co-sign, and the outcome supplied to the Committee.
7. The Committee observed that that there is a possible conflict of interest, as a researcher may be the participant’s referring clinician, and asked that this be addressed.
8. The Committee noted that possible stigmatisation of participants should be addressed as an ethical issue (for example, results that suggest institutional racism).
9. The Committee asked that ethnicity data be collected.

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

10. Please add that health data will be stored for 10 years.
11. On the youth Information Sheets please make it clear that the youth can say no to participation in the interview even if their parents have said yes.
12. Please address whether telling the GP of participation is optional, as there is inconsistency between the consent and assent forms.
13. Please state that there is the potential for home interviews.
14. If there are to be pre- and post-transition interviews, inform participants of these.
15. Please make clear that transcriptions of participant interviews will be anonymised/de-identified, and state how these will be recorded and stored.
16. Please identify the sponsor on the front page header.
17. Please clarify the provision of interpreters, and whether transcripts of interviews will be made available to be checked.
18. Please state that any ethnicity will be included, as opposed to only mentioning Māori.
19. Information on any follow-up interviews needs to be included.

Notes

20. The Committee wished it noted that the application form did not identify the participant population as potentially vulnerable.
21. The Committee commended the application on following the correct Māori guidelines.

Decision 

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

· Please clarify the recruitment process, provide the safety protocol for visits to participant homes, and clarify the inclusion of pre- and post-transition interviews (Ethical Guidelines for Observational Studies para. 5.11).
· The Committee requested an update on formal Māori consultation (Ethical Guidelines for Observational Studies para. 4.4).
· Please ensure that parents receive travel vouchers as a matter of course, not merely if they are required. Parking should also be covered. (Ethical Guidelines for Observational Studies para. 6.24).
· Please consider whether an access request will require parent/guardian co-sign (Ethical Guidelines for Observational Studies para. 1.9).
· Please address any possible conflict of interest (Ethical Guidelines for Observational Studies para. 4.19).
· The Committee noted that possible stigmatisation of participants should be addressed as an ethical issue (for example, results that suggest institutional racism). (Ethical Guidelines for Observational Studies para. 5.5).
· Please collect ethnicity data (Ethical Guidelines for Observational Studies para. 5.1)
· Please amend the participant information sheets and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies para. 6.10).

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



	 2  
	Ethics ref:  
	19/NTB/113 

	 
	Title: 
	(duplicate) Unstable Intertrochanteric Neck of Femur Fractures in the Geriatric Population: Short or Long Proximal Femoral Nail (PFN)? 

	 
	Principal Investigator: 
	Mr Joseph Baker 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 July 2019 


 
 
Mr Joseph Baker 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 will compare two different types of fixation for hip fractures in the elderly. The aim is to see which has the better outcome assessed primarily as Quality of Life Score.. It will also look at length of stay in hospital, patient mobility, surgical time, transfusions, and complication rate.

Summary of resolved ethical issues 

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

1. The Researcher advised the Committee that issues such as wording in the consent form, the provision of relevant contact details, and equipoise between the long and short femoral nails had been addressed since the initial declined application.

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 asked that, as stated in the protocol, participant assessment by an ortho-geriatrician be a recruitment requirement, especially in relation to confirming capacity to consent.
3. The Committee observed that the number of participants involved in this study will be approximately 120. This is despite statistician determination that 26 in each arm (total of 52) would give sufficient power. The Committee therefore asked for justification of this inflation in the size of the population.
4. The Committee asked that the time point of the primary efficacy outcome qualitative questionnaire (120 days) be stated clearly in the protocol.
5. The Committee requested the protocol be revised to remove the suggestion of a supported consent model. It needs to be made clear that any assessment will be to determine that participants can consent for themselves, and that those who cannot will not be recruited to the study.

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

6. Please remove statement that patients will not be told which arm they are assigned to, as it has been established that blinding is practically impossible in this study.
7. Please increase font size to at least 12.
8. Please reword the sentence “You are being chosen” to being invited.
9. Please list that participants will receive a phone call at 30 and 120 days.
10. Please adjust to reflect that consent to being contacted for future research is optional. A tick box on the consent form can accommodate this consent.
11. Please note that the primary contact (at end of document) should be the researcher, not another hospital staff member. The name and number of the investigator needs to be added.
12. Please only include tick boxes for a truly optional aspect of the study, such as receiving a lay summary.
13. Please add to the bottom paragraph of page 2 that the Northern B HDEC will have given approval.
14. Please explain any reference to ‘DePuy Synthes’.
15. Please explain the phrase “we will be randomly assigning…”
16. Please add that the dataset will be retained for 10 years, not 5.
17. Please update the compensation statement in line with the current HDEC template.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· The Committee asked that participant assessment by an ortho-geriatrician be a recruitment requirement (Ethical Guidelines for Intervention Studies paras. 6.2 & 6.22).
· The Committee observed that the number of participants involved in this study will be approximately 120. This is despite statistician testimony that 26 in each arm (total of 52) would give sufficient power. The Committee therefore asked for justification of this inflation in the size of the population. (Ethical Guidelines for Intervention Studies para. 5.6).
· The Committee asked that the time point of the primary efficacy outcome qualitative questionnaire (120 days) be stated clearly in the protocol (Ethical Guidelines for Intervention Studies para. 5.41).
· The Committee requested the protocol be revised to remove the suggestion of a supported consent model. It needs to be made clear that any assessment will be to determine that participants can consent for themselves, and that those who cannot will not be recruited to the study. (Ethical Guidelines for Intervention Studies paras. 5.41 & 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 Nora Lynch.



	 3  
	Ethics ref:  
	19/NTB/114 

	 
	Title: 
	Cognitive Stimulation Therapy for Māori and Pasifika people with dementia  

	 
	Principal Investigator: 
	Dr Gary Cheung 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	25 July 2019 


 
Dr Gary Cheung 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 pilot study of cognitive stimulation therapy, a non-pharmacological treatment, in people diagnosed with dementia. This will be undertaken in two cohorts of Māori participants and two cohorts of Pasifika participants.

Summary of resolved ethical issues 

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

1. Following internal discussion, the Committee stated that a single consent form would be sufficient for participants with mild to moderate dementia.
2. The Committee was satisfied that the main issues considered in the previous decline had been addressed, particularly in relation to developing the culturally appropriate manuals.

Summary of outstanding ethical issues

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

3. The Committee reflected that the volume of the music may have an impact on attendees who are hearing impaired, and that this should be taken into consideration.
4. The Committee requested more information on and clarity around the consent process. There was agreement that the Right 7(4) (of the HDC Code) requirements had been met, but state that a formal ‘best interests’ argument still needed to be forward. This argument should address how the therapy is in the best interest of the participants. However, if a supported decision-making process is to be employed this would be need to be differentiated form the unconsented cases (those who are not providing consent). The Researchers’ response needs to very clearly outline the plan for those persons who do not have the capacity to consent for themselves.
5. The Committee asked that it be clarified where information is being stored and how identifiable it will be.
6. The Committee raised concern over the content of the CST form to be provided to Māori, which asks questions about schooling which may not be a positive subject for this age group. The Committee asked that the wording therefore be amended for sensitivity.

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

7. Please be clear that family will act as support persons, but that they will also be asked their thoughts on the intervention being provided via an anonymous questionnaire placed in a drop box.

Notes

8. The Committee commended the operation manuals for Māori and Pasifika.
9. The Committee noted that the application was in general quite unclear about the issue of consent (or lack thereof).

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· Please provide more information and clarity around the consent process. An argument should be forwarded as to how the therapy is in the best interest of the participants, pursuant to Right 7(4) of the Code of Health and Disability Consumers’ Rights. However, if a supported decision-making process is to be employed this would be need to be differentiated form the unconsented cases (those who are not providing consent). This response needs to very clearly outline the plan for those persons who do not have the capacity to consent for themselves. (Ethical Guidelines for Intervention Studies para. 1.10).
· Please clarify where information is being stored and how identifiable it will be (Ethical Guidelines for Intervention Studies para. 5.41 & 7.2).
· Please reword the CST form for sensitivity. Please also take the volume of music into consideration. (Ethical Guidelines for Intervention Studies para. 5.4).

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


 

	 4  
	Ethics ref:  
	19/NTB/115 

	 
	Title: 
	Isolate study 

	 
	Principal Investigator: 
	Dr. Julie Bennett 

	 
	Sponsor: 
	 -

	 
	Clock Start Date: 
	25 July 2019 


 
Dr Julie Bennett 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 will access stored Streptococcal A isolates taken from tissue samples of children before and after they are diagnosed with acute rheumatic fever and Streptococcal A isolates taken in the community from children who did not subsequently develop rheumatic fever. These will be used to establish whether isolates detected prior to a rheumatic fever diagnosis differ from those collected on hospital admission and to establish whether isolates that cause rheumatic fever are different to those that are circulating in the population, and to investigate differences between duplicate isolates.

Summary of resolved ethical issues 

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

1. The Committee observed that no staff from CMDHB were involved with the study. The Researcher responded that Rachael Webb, a paediatrician from Kidz First, will be involved with the study.

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 a clear data access protocol and management plan for the control group, as well as an argument pursuant to paragraph 6.43 of the observational guidelines for use of health information without consent. It was strongly recommended that the Researchers undertake a privacy impact assessment.
3. The Committee asked that consent for the 20 rheumatic fever cases be sought, as there was not seen to be any justification for not obtaining this. A recruitment protocol and PISCF will therefore be required.

Decision 

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

· Please provide a clear data access protocol and management plan for the control group, as well as an argument pursuant to paragraph 6.43 of the observational guidelines for use of health information without consent. It is strongly recommended that the Researchers also undertake a privacy impact assessment. (Ethical Guidelines for Observational Studies paras. 6.43 & 8.3).
· Please seek consent for the 20 rheumatic fever cases, and provide a recruitment protocol and PISCF upon response (Ethical Guidelines for Observational Studies para. 6.10).

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

 
 

	 5  
	Ethics ref:  
	19/NTB/116 

	 
	Title: 
	Cellular Basis for Developmental Disorders 

	 
	Principal Investigator: 
	Professor  Stephen Robertson 

	 
	Sponsor: 
	Otago University 

	 
	Clock Start Date: 
	25 July 2019 


 
Professor Stephen Robertson 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 laboratory-based study seeks to explore the mechanistic cellular basis for the occurrence of developmental disorders in children, and seeks to study cells obtained from participants who have had a genetic basis identified for their condition. By altering the way that genes are structured and function inside skin cells, these can be changed into different types of cells. Once they have changed their identify it is possible to study the functions that are affected by the presence of the disease- causing mutations.

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 the location of the existing cells to be used in this study. The Researcher answered that these are in his laboratory, compiled from a 2013 protocol of an on-going study of 300 participants, though only a fraction of these will have given a sample. This previous study was for diagnosis of condition, whereas the current proposal will seek to modify cells into other types in order to study cellular pathophysiology. The Committee asked whether families will be re-approached for consent, seeing as genetic research will be undertaken on these samples. The Researcher confirmed this would be sought. The Committee questioned whether the study team had been in touch with any of these children, and knew current addresses and contact details. The Researcher responded that this had happened with some participants, but was not always the case. Contact was kept with the managing physician, but it’s possible the person has fallen out of touch. The Committee asked whether international samples had been taken. The Researcher answered that they had, and donors had given explicit consent and been informed of HDEC approval.
2. The Committee queried whether formal Māori consultation was still pending. The Researcher confirmed that this was still pending, but that discussion with local experts believed the process would be satisfactory for whānau.
3. The Committee asked whether there were any skin cell donors now over 16 who cannot provide informed consent for cognitive reasons. The Researcher clarified that all participants who are now adults will be asked to re-consent, and it was not known of any cases where this would be impossible.
4. The Committee queried where the genetic material to be injected into sample cells will come from. The Researcher answered that this would be RNA derived from a commercial source.

Summary of outstanding ethical issues

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

5. On the main information sheet (for those over 16 re-consenting), please amend the sentence “you or your child” to simply “you”.
6. Please reword the sentence “abnormal development of humans” to account for stigma.
7. Please clarify on page 3 that information returned to participants may not be useful.
8. Please use the HDEC template Māori cultural statement.
9. Please update the HDEC reference (this is outdated, there is no longer a Multi-Region Ethics Committee).
10. Please remove “proxy consent” from the consent form.
11. Please amend bullet point 2 on page 1, to state where these scientists are located and that they hold information on participants.
12. Please identify the Māori health and cultural support person, and provide contact numbers.
13. Please be specific about countries where samples may be sent to.
14. Please break up some of the longer paragraphs for readability.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies para. 6.10).

	 6  
	Ethics ref:  
	19/NTB/117 

	 
	Title: 
	EV ICD Pivotal Study (MDT16028) 

	 
	Principal Investigator: 
	Dr Ian Crozier 

	 
	Sponsor: 
	Medtronic Australasia Pty Ltd 

	 
	Clock Start Date: 
	25 July 2019 


 
Dr Ian Crozier 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 prospective, multi-centre, single-arm, non-randomized study to characterize the preliminary safety and efficacy of the EV ICD system – a defibrillator and lead used to provide long term implantable device therapy for patients with certain abnormal heart rhythms.

Summary of resolved ethical issues 

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

1. After inquiring after the electronic Medtronic ‘care link’ system, the Committee advised the Researcher that the addition of this data-collection element should later be submitted as an amendment to the protocol. A security plan (against international standards) should be submitted along with this.
2. The Committee queried the defibrillation testing of the device at 6 months. The Researcher answered that they would like a sub-group of participants to undergo this testing at the 6 month mark, though this is not routine. The Committee accepted this provided that participants were informed this was not standard of care. The Committee also asked after the risks involved with inducing cardiac arrest as part of this testing. The Researcher responded that the testing was safe and well monitored, that participants with known conditions that would put them at increased risk would not be recruited, and that anaesthetic will be provided throughout. The Committee was happy with this, though asked information to this end be placed in the PISCF.
3. The Committee asked whether a clinical events committee and DMC were in place. The Researcher confirmed this.
4. The Committee inquired whether there would be sufficient numbers of Māori participants recruited. The Researcher responded that this number was expected to represent the local Christchurch population.
5. The Committee queried whether, as per the participant ID card, there was an option to have the device turned off quickly. The Researcher answered that, as with every defibrillator, this could be turned off with the use of a strong magnet.
6. The Committee asked after the training of doctors for insertion of the device. The Researcher explained that there would be intensive day sessions involving two cardiologists and a cardiac surgeon, and animal models and a cadaver lab would also be employed. Mentoring would be provided at centres.


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 the population group be limited to non-acute outpatients only, to allow sufficient time to make an informed decision about participation in the study. If recruitment is problematic HDEC can be re-approached.
8. The Committee asked that payment in cash be possible as an alternative to the travel and meal vouchers.

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

9. Please add information on the 6 month testing of the device, as per the Committee discussion.
10. Please amend wording so that it is very clear that extraction of the device post-mortem for research purposes is optional.
11. Please state that despite being subcutaneous as opposed to intravascular, participants will not require additional anaesthetic during the insertion of the device when measured against that of other comparable devices.
12. Please state that the shock testing period in the operating room after insertion is normal practice, and that the overall risks are comparable to a conventional defibrillator.
13. Under “What happens in the study” on page 3, please delineate the research from standard of care.
14. Please explain the Holter recordings mentioned on page 4.
15. Please include the sponsor name and address on the front page header.
16. Please include on page 6 a short paragraph on the pilot study, concerning how many devices have been implanted to date. Please also make it clear which adverse events are associated in general with ICDs and which are particular to this deviceThe answer to question r.1.1 in the application form contained a well-explained version of the study, this could perhaps be translated here. . Additionally, make clear what information from the New Zealand site will not be able to have identifiers removed.
17. On page 12, please remove the need to write Dr Crozier to withdraw.
18. Please move pregnancy requirements earlier in the PISCF. Please also be clear whether information on any potential children will be sought.
19. Please add an inclusion and exclusion section to the document.
20. Please state that a replacement device will be implanted if the initial system or surgery is unsatisfactory, and that this will occur on a different day.

Notes

21. The Committee noted that it is important to state the degree to which Māori are “over-represented” when making a claim of this kind in the application form.




Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· The Committee requested the population group be limited to non-acute outpatients only, to allow sufficient time to make an informed decision about participation in the study. If recruitment is problematic HDEC can be re-approached. (Ethical Guidelines for Intervention Studies para. 5.41 & 6.2).
· The Committee asked that payment in cash be possible as an alternative to the travel and meal vouchers (Ethical Guidelines for Intervention Studies para. 6.34).

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

	 7  
	Ethics ref:  
	19/NTB/118 

	 
	Title: 
	MiaoMiao randomised controlled trial 

	 
	Principal Investigator: 
	A/Prof.  Ben Wheeler  

	 
	Sponsor: 
	 -

	 
	Clock Start Date: 
	25 July 2019 


 
Associate Professor Ben Wheeler and Mona Elbalshy 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

The aim of this study is to investigate the effectiveness of the Miaomiao continuous glucose monitoring system versus standard flash glucose monitoring in a real-world setting among children with type one diabetes.

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 concern over the sponsor company’s access to data via the Miaomiao application. The Researchers clarified that only the Miaomiao device would be used, not the application. It was therefore not possible for the sponsor to obtain data directly from participants.
2. The Committee queried the ownership of the Ex-strip application. The Researchers responded that this is free-to-use software made available by the diabetes community. The Committee asked if data will be collected back by the authors. The Researchers stated that they did not believe so.

Summary of outstanding ethical issues

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

3. The Committee asked that a copy of the Ngai Tahu response regarding cultural issues for the study be uploaded. Evidence of Māori consultation is required.

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

4. Please include technical information related to the collection of and access to glucose data, such as the Bluetooth transmission from device to phone. Make it clear how the device operates, and that participants will access data through an external service provider (Google). Set out clearly what is required to make this work, including the need for a Google account and the need to have a phone. The privacy considerations for this process should also be outlined – for example, the sponsor company cannot access data or an individual’s private information as the company’s application is not being used.
5. Please delete references to benefits to other families from the study benefits section, as this may be unduly influential.
6. Please provide the name and contact number (including extension) for someone at Arai Te Uru Whare Hauora, on the condition that they are able to give this.
7. References to “Ben/Mona” should be re-sited in the contacts section on page 4.
8. Please make reference to PhD study in the main parental PISCF.
9. The assent form for 5-10 year olds needs introductory statements about what is going on in the study.
10. The assent form for 11-13 year olds could have more specific information about this device (Bluetooth functions etc.). This age group is technologically savvy.
11. Please see the HDEC PIS templates for guidance on age group brackets. 
12. The 5> year old document is good, but please amend the typo on the signature page which references 12-15 year olds.

Notes

13. The Committee noted that statements in the application form such as “Māori uptake of technology is lower than non-Māori” should be validated by statistics.
14. The Committee observed that this study seems limited to parents affluent enough to afford this $2500 device, and suggested an attempt be made to  obtain funding for free devices to be provided to 5 (~10%) study participants to improve equity.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· Please provide evidence of formal Māori consultation (Ethical Guidelines for Intervention Studies para. 4.9).

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


	 8  
	Ethics ref:  
	19/NTB/120 

	 
	Title: 
	BAZAAR study: Bacterial Azithromycin and Antibiotic Resistance 

	 
	Principal Investigator: 
	Assoc Prof Catherine Byrnes 

	 
	Sponsor: 
	University of Auckland

	 
	Clock Start Date: 
	25 July 2019 


 
Associate Professor Catherine Byrnes 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 analyse nasal and throat swabs taken from children and siblings of children with severe lung scarring, or ‘bronchiectasis’, from early childhood pneumonia who have been prescribed long term oral azithromycin, to determine the development of antibiotic resistance and level of transmission of the bacteria in them and in their siblings.

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 asked that evidence of Māori consultation be submitted.
2. The Committee advised that the University of Auckland be treated formally as a sponsor.
3. The Committee requested either the University or DHB’s safety protocol for visiting patient homes.
4. The Committee noted a peer review comment which stated that the sample size may lead to restricted results. A statement that the study is not powered around a primary outcome measurement was therefore requested.
5. The Committee asked that the most current census categories be used when collecting ethnicity data.
6. The Committee suggested that each participant be coded with their own individual study code, not just as an index child or the sibling of an index child. This would serve to protect the anonymity of families with a particular number of children participating in this study.
7. The Committee asked that the inclusion criteria be updated to state that only children with siblings will be recruited.
8. The Committee advised the participants’ use of chilled storage bags for stool samples, to avoid the need of storing these in the household’s refrigerator and the resultant cultural and hygienic issues.
9. The Committee asked that a koha, possibly in the form of recreational vouchers, be extended to participating families, in addition to travel expenses.


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

10. Please add to the child assent document that others will not be informed of findings from tissue samples. It should also be outlined that the child’s sibling(s) will not be harmed if they do not want to participate. Further, please rephrase the sentence “I am happy to be in this study” on page 3, as this may be coercive.
11. Please advise that the taking of azithromycin is not the focus of this study, and remove ‘feeling sick from azithromycin’ from the risks section.
12. On page 4 of the parental document, please either explain the meaning of cough suction culture, or delete it. On the same document, please also provide information on what happens if resistant bacteria is found – e.g. that the child will be isolated upon admission to hospital.
13. On page 5, please include long term antibiotic treatment causing antibiotic resistance as a bullet point.
14. Please add HDEC and HDC contact numbers.
15. Please include the participant’s right to access and correct their health information.

Notes

16. The Committee noted that the cultural responsiveness section of the application form made no mention of how taonga will be respected, and failed to acknowledge the head as tapu. 
17. The Committee commended the PISCF and its simplicity.
18. The Committee advised that the 2 proposed future studies, involving the use of samples sourced from the current study, be treated as sub-studies submitted as amendments under the same ethics approval.
19. The Committee commended the ‘force field’ analogy in the child assent document.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· Please use current census categories of ethnicity (Ethical Guidelines for Intervention Studies paragraph 4.3).
· Please provide evidence of formal Māori consultation (Ethical Guidelines for Intervention Studies para. 4.9).
· Please consider the University of Auckland as a sponsor of this study. Please also provide either the university or DHB’s safety plan for visiting family homes. For the sake of hygiene and cultural considerations, consider providing families chilly bags for the storage of stool samples. Finally, please update the inclusion criteria to state that children without siblings will not be recruited into this study. (Ethical Guidelines for Intervention Studies para. 5.41).
· Please confirm that the study is not powered around a primary outcome drive measurement (Ethical Guidelines for Intervention Studies para. 5.4).
· Please ensure that each participant is coded with their own individual study code, as opposed to in reference to the index child (Ethical Guidelines for Intervention Studies para. 7.2).
· Please offer a koha to participating families, beyond the travel expenses mentioned (Ethical Guidelines for Intervention Studies para. 6.34).

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

	 9  
	Ethics ref:  
	19/NTB/121 

	 
	Title: 
	A clinical research study that will look at whether SCO-792 is tolerated, how safe it is and whether it works for people with increased body weight and type 2 diabetes. 

	 
	Principal Investigator: 
	Professor Russell  Scott 

	 
	Sponsor: 
	SCOHIA PHARMA, Inc 

	 
	Clock Start Date: 
	25 July 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 primary objective of this study is to evaluate the safety and tolerability of oral doses of SCO-792 in participants with obese type 2 diabetes mellitus who are on metformin monotherapy.

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 requested evidence of formal Māori consultation.
2. The Committee stated that a formal data safety monitoring process is required for this study, other than monitoring by the sponsor and CRA.
3. The Committee asked that arrangements be made for collecting and storing stool samples.eg providing chilly pads and bags to participants. It was noted that no documentation of instructions to be given with the stool kit had been submitted.
4. The Committee noted that study advertisements need to mention that there is a possibility of participants receiving placebo.

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

5. Please indicate the sponsor name (Scohia Pharma, Inc.) and address on the front page header.
6. Please remove ‘commercial interests of the sponsor’ as a reason for stopping the study or removing participants.
7. Please amend the sentence “you may be reimbursed” so that it reads “you will be reimbursed”.
8. Please include Māori health and cultural support contact details, such as name, title, and contact number.
9. Please amend the patient ID cards to state that trial medication is being taken 3 times daily.
10. One page 2, please state that ‘randomised’ means that participants will have no choice of allocation.
11. On page 3, please remove “if permitted in your country” from the statement on ethnicity data collection.
12. Please note, that if the study drug causes side effects which need remediating medicines (as indicated on page 3) the participants must not be required to pay for these. The statement suggesting this should be removed.
13. There have only been 81 humans who have taken SCO-792. 25% of the 108 subjects in the 2 Phase 1 trials took placebo. Please correct numbers.
14. Regarding the pregnant partner document, please change references to “your child” to “your unborn baby”. Please also note that participants cannot produce receipts for car travel. Additionally, consent should be sought from a pregnant participant as well as a pregnant partner. Please amend the title and wording of the document to reflect this.

Notes

15. The Committee noted that the statement “Māori shall have the same opportunity as non-Māori” in the application form (in answer to the ‘benefits to Māori’ question) is inappropriate, as is the accompanying reference to the Treaty of Waitangi. Study participation cannot be considered a benefit to Māori in and of itself.

Decision 

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

· Please amend the participant information sheet and consent form and study advertisements, taking into account the suggestions made by the Committee. (Ethical Guidelines for Intervention Studies para. 6.22).
· Please provide evidence of formal Māori consultation (Ethical Guidelines for Intervention Studies para. 4.9).
· Please ensure a formal data safety monitoring process is in place (Ethical Guidelines for Intervention Studies para. 6.38).
· Please make arrangements for the collection and storage of stool samples (Ethical Guidelines for Intervention Studies para. 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 Nora Lynch. 
 

	 10  
	Ethics ref:  
	19/NTB/122 

	 
	Title: 
	SUMMIT NZ 

	 
	Principal Investigator: 
	Dr Stefan Brew 

	 
	Sponsor: 
	Route 92 Medical, Inc. 

	 
	Clock Start Date: 
	25 July 2019 


 
Dr Stefan Brew and Helen Knight were present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application. No potential conflicts of interest related to this application were declared by any member.

Summary of Study

This study will assess the safety of a technologically improved aspiration catheter, which is not explicitly designed for clot removal, in the removal of blood clots in ischaemic stroke patients.

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 an explanation of the benefits of the device beyond current standard care. The Researcher explained that the device had three major advantages: 1) it is less likely to catch on the side of the artery, 2) it applies greater suction and therefore has an increased chance latching on to the clot, and 3) by aspirating at a single point suction is never lost throughout the system. The Researchers asserted that there was overwhelming evidence that previous IV devices worked poorly for large arterial occlusions, and that there is good reason to believe the present device will be superior. The Committee understood that the time-sensitive nature of this operation and condition of the patient made obtaining informed consent impossible, and that family testimony will be dependent on availability, which may leave the determination of best interest to the attending physicians. The Committee was in agreement that the best interest requirements of Right 7(4) had been met.

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 asked for evidence that formal Māori consultation is, at the least, underway.
3. The Committee asked that the sponsor confirm that the bench-testing said to be in process in the investigator’s brochure on the 088 Reperfusion Device and Base Camp Sheath has been completed.
4. The Committee asked that an updated CV for Dr Brew be provided which confirms that GCP training has been completed.



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

5. Please delete the potentially unduly influential sentence: “…the information gained from your participation may help others in the future”.
6. Participants should not have to seek out the ADHB travel policy. Please include details on travel reimbursement.
7. Please give participants the option to withdraw their data from the study once they are well enough to consent, and state that stored data will only continue to be used with consent. The consent form should allow for data being both retained or withdrawn by the participant.
8. Please explicitly ask family and whānau to consider what their loved one would want under these circumstances. 

Notes

9. Regarding the application question ‘how study might benefit Māori’, the Committee wished to make the Researchers aware that this is best answered by determining the incidence in Māori and then extrapolating any possible benefit. The potential for Māori to be recruited is a right, not a benefit. Additionally, there are always Māori cultural issues when dealing with tissue – the formal consultation process should assist in identifying these.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· Please provide evidence of formal Māori consultation (Ethical Guidelines for Intervention Studies para. 4.9).
· Please provide confirm that bench-testing has been completed (Ethical Guidelines for Intervention Studies para. 5.4).
· Please upload an updated CV for Dr Brew (Standard Operating Procedures for Health and Disability Ethics Committees para. 42.4.2).

After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere Macfarlane and Dr Nora Lynch.
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	Ethics ref:  
	19/NTB/123 

	 
	Title: 
	WRAPSODY FIRST ILIAC 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Merit Medical Systems, Inc 

	 
	Clock Start Date: 
	25 July 2019 


 
Associate Professor Andrew Holden and Helen Knight were present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application. No potential conflicts of interest related to this application were declared by any member.

Summary of Study

This first-in-human study aims to assess the safety and effectiveness of the Merit WRAPSODY Endovascular Stent Graft System in the specific treatment of pelvic blood vessels.

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 the informed consent process would be affected by potential urgency in the need for this surgery. The Researchers responded that the surgery would not require this kind of urgency.


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 that the endpoint of this trial be extended to a 3 year follow-up. Evidence provided to the Committee in the application showed that existing devices performed very well at 1 year but efficacy rates fell over subsequent years.
3. The Committee asked for evidence that formal Māori consultation is, at the least, underway.

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

4. On page 5 under study advantages, please remove the potentially coercive sentence “results…may provide information that could help other patients with similar conditions in the future”.
5. The participant should not have to seek out the ADHB travel policy. Please provide this.
6. Regarding confidentiality, please amend the first paragraph on page 5 to recognise that data will be de-identified.
7. Please remove the statement that ACC cover will be available following the conclusion of the trial, as compensation will remain the responsibility of the sponsor.
8. Please amend the HDC contact email (correct address is advocacy@advocacy.org.nz).
9. Please add that nickel allergy is an exclusion criterion.

Notes

10. The Committee advised the Researchers that the application question ‘how study may benefit Māori’ is best answered by identifying the disease incidence in Māori and then extrapolating any possible benefits. The potential for Māori to be recruited, for example, is right, not a benefit. Additionally, there are always Māori cultural issues to be considered when dealing with tissue. The formal consultation process should assist with identifying what these might be.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention studies para. 6.22).
· Please extend the endpoint to a 3 year follow-up (Ethical Guidelines for Intervention Studies para. 5.41).
· Please provide evidence of formal Māori consultation (Ethical Guidelines for Intervention Studies para. 4.9).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Susan Sherrard and Dr Nora Lynch. 
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	Ethics ref:  
	[bookmark: _GoBack]19/NTB/124 

	 
	Title: 
	SCENIC: Effectiveness and Safety study of inhaled RVT-1601 in IPF (RVT1601-CC-04) 

	 
	Principal Investigator: 
	Professor  Lutz Beckert 

	 
	Sponsor: 
	Respivant Sciences, Inc 

	 
	Clock Start Date: 
	25 July 2019 


 
Professor Lutz Beckert 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. Mrs Leesa Russell declared a potential conflict of interest, and the Committee voted to allow Mrs Russell to remain present for the discussion.

Summary of Study

This is a randomized, double-blind, placebo-controlled, dose-ranging study to assess the efficacy and safety of inhaled RVT-1601 for the treatment of persistent cough in patients with idiopathic pulmonary fibrosis.

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 how participants would be recruited into the study. The Researcher responded that the attendees of interdisciplinary meetings at speciality clinics, who are both public and private health sector patients, will be invited to participate in the study.

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 asked for confirmation of the number of human participants who have been exposed to the 80mg dose in previous studies.
3. The Committee requested further information on the 24 hour continuous cough monitoring, such as the data path memorandum. The Committee needed assurance that the sound file was limited to coughs and that non-relevant sounds will be edited out prior to analysis by the third party in Ireland.
4. The Committee requested further information on the clinical research organisation, such as its composition and standard operating procedures, being used in lieu of an independent DSMC.
5.  The Committee stated that the roll-on of the study was not a good argument for a lack of interim analysis, and there may be no ethical justification for escalating the dose to 80mg in part 2 of the study if no empirical justification is found in part 1. The protocol should therefore be amended to state that the dose will only be escalated to 80mg if cause is found.

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

6. Please fully inform participants that other sounds may be detected by the cough monitoring device, and that they may need to make others aware of this.
7. Please amend the compensation (non-ACC) statement to reflect the current HDEC template.
8. Please clearly state that participants will be reimbursed for travel for study visits.
9. One page 12 please make a definitive statement as to whether and where samples will be stored. For example, it is currently stated that genetic samples may be stored for up to 5 years in Singapore.
10. Please add the sponsor’s name (Respivant Sciences, Inc.) and address to the front page header.
11. Please amend page 3 which has used ‘Kiwi’ interchangeably with ‘Māori’.
12. On page 17 of the main consent form, concerning the pharmacokinetic samples, please make clear whether this is optional for participants and state what this involves.
13. Please delete the sentence listed in the study benefits on page 8, which reads: “Others may benefit from the information learned in this study. This therapy may help to develop a new therapy for others with similar conditions”. This may be coercive.
14. Please add on page 14 Māori Health and Cultural Support details; this should include name, designation, and phone number.
15. Please address the statement in the optional genetic testing PISCF which offers a copy of results to the participant’s GP. This is contradicted by the main PIS which states that no genetic research results will be returned to anyone.

Notes

16. The Committee noted that the application form (cultural section) contained an inappropriate invocation of Article One of the Treaty of Waitangi, which is ethically irrelevant. Moreover, participation in research is a right for Māori, and should not be listed as a study benefit; the incidence in Māori should be identified in order to determine possible benefits.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para. 6.22).
· Please provide the number of humans exposed to the 80mg dose in previous studies (Ethical Guidelines for Intervention Studies 5.4).
· Please provide information on the 24 hour cough monitoring, addressing the concerns voiced by the Committee (Ethical Guidelines for Intervention Studies para. 7.2).
· Please provide information on the clinical research organisation which will be conducting safety monitoring (Ethical Guidelines for Intervention Studies para. 6.38).
· Please take into account the Committee’s concerns around the potential lack of justification to escalate the dose to 80mg in part 2, and protocolise this (Ethical Guidelines for Intervention Studies para. 5.41).

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


General business

1. The Committee noted the content of the “noting section” of the agenda.

2. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	03 September 2019, 12:00 PM

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




3. Problem with Last Minutes

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


The meeting closed at 5:30pm.
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