	[image: ]
		Minutes



[bookmark: _GoBack]

	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	05 May 2020

	Meeting venue:
	Online



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 07 April 2020

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

	12:30-12:45pm
12:45-1:00pm
1:00-1:25pm
1:25-1:50pm
1:50-2:15pm
	 i 20/NTB/91  		(Kate / Nora)
  ii 20/NTB/95 		(Tangihaere / Jane)
  iii 20/NTB/92 	(Susan / Stephanie)
  iv 20/NTB/93 	(John / Nora) 
  v 20/NTB/96 		(Kate / Jane )

	2:15pm
	General business:
Noting section


	2:30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

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

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

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

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	24/07/2015 
	19/03/22
	Present 
	 

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

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

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

	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 Leesa Russell. 

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 07 April 2020 were confirmed.



New applications 


	 1  
	Ethics ref:  
	20/NTB/91 
	 

	 
	Title: 
	A phase 1 study of Lenabasum (JBT-101) in adults with normal and reduced liver function 
	 

	 
	Principal Investigator: 
	Prof Edward Gane 
	 

	 
	Sponsor: 
	IQVIA 
	 

	 
	Clock Start Date: 
	23 April 2020 
	 


 
Professor Edward Gane was present by videoconference for discussion of this application.

Potential conflicts of interest

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

1. The Committee suggested a recognition of Māori data sovereignty would strengthen the tissue and data management plan. The Committee stated the plan was looking good overall but Māori issues around tissue and data need elevated consideration. 

2. The Committee stated if the holder of personal data suffers a breach then they ought to inform the person whose information it is. The Committee requested the statement that participants may be informed of a data breach be amended to state “in the event of a data breach participants will be informed”.

3. The Committee queried whether there would be an internal DMSC. The Researcher stated there would be a safety review committee to review all data between cohorts. The Researcher stated they believe it would have external experts as this is a late phase study and agreed to provide confirmation. 

4. The Committee queried whether groups 3 and 4 would receive sentinel dosing. The Researcher stated they would not be dosing in a batch and would be one or two at a time. The Committee was satisfied with the time gap. 

5. The Committee queried a discrepancy in the exclusion criteria. The Committee noted the protocol states more than 10 cigarettes per day would exclude a person whereas other documentation states any smoking at all is. The Researcher stated the protocol would be correct, but all participants would have to stop smoking for three days stay in the unit. The Committee requested the PIS be checked as it implies all smokers are excluded. 

6. The Committee requested an addition to the statement that participants will not benefit to also state the group from which they come likely will not benefit as the drugs are being developed for autoimmune disease. The Researcher stated participants in this trial would not benefit as it is a single dose study but it is not uncommon for some patients to have advanced cirrhosis from cystic fibrosis or autoimmune cirrhosis. The Researcher stated when the drug is approved people with advanced cirrhosis could be treated with it. Therefore participants in this study could be deemed to come from the group which might benefit from the research in the future. The Committee requested an explanation of this in the PIS. 

7. The Committee requested the use of  absolute numbers (i.e. ‘Between one and ten people in one hundred’) when discussing side effects as these can be easier to interpret than percentages. 

8. The Committee requested the pregnancy PIS be amended to cover both pregnant participants and pregnant partners of participants. 

9. The Committee stated the main PIS should not assume that pregnant participants will consent to the use of their pregnancy data and this should be optional. 

10. The Committee requested an additional statement explaining that any FUR that receives approval from a research community will be overseas and unlikely to have New Zealand representation. 

11. The Committee requested the inclusion of the international Sponsor’s address on the front page of the sheet. 

Decision 

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

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

· Please supply details of the DSMC. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  


This following information will be reviewed, and a final decision made on the application, by Ms Kate O’Connor and Dr Nora Lynch. 





	 2  
	Ethics ref:  
	20/NTB/92 
	 

	 
	Title: 
	AGN120-1: Study of the Efficacy, Safety and Tolerability of NP-120 on Idiopathic Pulmonary Fibrosis and its Associated Cough 
	 

	 
	Principal Investigator: 
	Dr Catherina Chang 
	 

	 
	Sponsor: 
	Algernon Pharmaceuticals 
	 

	 
	Clock Start Date: 
	23 April 2020 
	 


 
Dr Catherina Chang was not 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 ethical issues

The main ethical issues considered by the Committee were as follows. 




1. The Committee requested a revision to the PIS to clearly explain the role of standard of care and that the study drug will be given IN ADDITION to standard of care.

2. The Committee requested the establishment of an internal Data Safety Monitoring Committee and requested the terms of reference be supplied. Although the drug has been used extensively in France and Japan, this has been for non pulmonary indications. The effects in participants with serious lung disease are not known.

3. The Committee queried which questionnaire was to be used as there was a linguistic validation done on the Australian one and a separate one for New Zealand.

4. The Committee requested a clarification of the term ‘air hunger’ and whether this meant the urge to breathe.

5. The Committee requested a revision to be clear about reimbursement rates. The Committee requested removal of the statement regarding sponsor approval and to state how much will be offered.

6. The Committee noted the answer to P.4.1. in the application form was patronising and requested the Researcher be mindful of this for any future applications. The Committee explained that the Treaty of Waitangi should not be cited as a health benefit and equal access to participate for Māori should not need to be stated as this is the default expectation. The Committee recommended including any statistics (or an explanation if unknown) when answering P.4.1. for any future applications.

7. The Committee recommended the inclusion in the PIS of a picture of someone wearing the monitor to demonstrate how intrusive it is.

8. The Committee requested the study Sponsor be identified on the header of the PIS in addition to its international address.

9. The Committee noted the statement about an established safety record in France and Japan does not disclose what treatment was for. The Committee noted these participants have a disease in which this drug is untested. The Committee requested a statement advising that this is the first trial of the drug in people with idiopathic pulmonary fibrosis and the side effect percentages may differ. 

10. The Committee requested a statement advising whether or not there is an option for a karakia to be performed when samples are destroyed. 

11. The Committee advised that halting trials for commercial reasons is unacceptable in New Zealand. 

12. The Committee requested more detail in the PIS regarding biomarker testing and where this will be performed. 

13. The Committee advised the advocacy email has been updated and should now read advocacy@advocacy.org 

14. The Committee requested the statement advising participants to ‘discuss with a kaumatua or whānau member’ be revised to ‘discuss with someone you trust’. 

15. The Committee requested the inclusion of a Māori health contact in the PIS. 

16. The Committee requested the reference to the STH HDEC on the pregnancy PIS be revised to refer to the NTB HDEC.

Decision 


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

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

· [bookmark: _Hlk31967427]Please supply details of the DSMC. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  

This following information will be reviewed, and a final decision made on the application, by Ms Susan Sherrard and Mrs Stephanie Pollard. 










 

	 3  
	Ethics ref:  
	20/NTB/93 
	 

	 
	Title: 
	Testing Object Association 
	 

	 
	Principal Investigator: 
	Miss Jo Chapman 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	23 April 2020 
	 


 
Miss Jo Chapman and Prof. Janet Leathem were present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

1. The Committee advised it was difficult to split an assessment and it is acceptable to bundle the whole project into one submission. 

2. The Committee queried whether Zoom was a response to the Covid-19 pandemic. The Researcher stated it was as and initially they wished to do the test in person. The Committee requested an amendment to the protocol with details of how the test would function over a videocall and to ensure a validated test in person would be equally valid in a digital setting. 

3. The Committee queried how the Researcher would determine if the participant understands the study. The Researcher stated they usually go through an explanation and feed questions back to engage the person to repeat back the information and demonstrate they understand it. The Committee requested the inclusion of a paragraph in the PIS to explain this process. 

4. The Committee noted it was rare to get a tool validated specifically for the New Zealand population and this could be an opportunity to do so. The Committee queried whether the participant population could have enough Māori to ascertain whether the tool works as well for Māori as other populations. The Researcher stated they would have enough Māori and Pacific participants so it may be feasible. The Committee recommended adding this to the protocol and consulting a statistician on whether a sub-study analysis would be possible. 

5. The Committee queried the IP rights on the survey. The Researcher stated they believed it was with them and Massey University. The Committee stated if this was potentially commercialisable in the future it is important for the Researcher to establish their copyright protection. The Committee suggested the Researcher consult with the Massey research office to begin this process. 

6. The Committee requested the addition of a safety plan to the study protocol to manage the event of a participant experiencing distress.

7. The Committee queried how the Researcher would decide whether a participant receives the standard PIS or the easy-read version. The Researcher stated they would provide both.

8. The Committee advised that for future application it is helpful to include any known statistics of the prevalence of the disease in Māori when answering P.4.1. on the application form. 
9. The Committee requested the inclusion of a Māori health contact number in all information sheets. 

10. The Committee noted face shot of consent is unusual and suggested an audio recording and written confirmation via email would be more appropriate. 

11. The Committee queried whether the study could increase the value offered to participants from $20 to $30. The Researcher stated they would have to check the budget but would do so if possible. 

12. The Committee requested a statement in the main PIS advising participants of their right to access and correct their information. 


Decision 


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

· [bookmark: _Hlk35422703]Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

· Please provide a safety plan addressing the concerns raised by the Committee (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  

· [bookmark: _Hlk35422715]Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  


This following information will be reviewed, and a final decision made on the application, by Mr John Hancock and Dr Nora Lynch. 



	 4  
	Ethics ref:  
	20/NTB/95 
	 

	 
	Title: 
	Phase 2a Study Evaluating ABI-H2158-Containing Regimens in Chronic Hepatitis B Infection. 
	 

	 
	Principal Investigator: 
	Professor  Edward  Gane 
	 

	 
	Sponsor: 
	Clinical Network Services Ltd 
	 

	 
	Clock Start Date: 
	23 April 2020 
	 


 
Professor Edward Gane and Roselyn Shah were present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 


1. The Committee requested the pregnancy PIS be amended to cover both pregnant participants and pregnant partners of participants. 

2. The Committee stated the main PIS should not assume that pregnant participants will consent to the use of their pregnancy data and this should be optional. 

3. The Committee requested a clarification of how much blood will be taken under the ‘What does my participation involve?’  section. 

4. The Committee noted section 2.2. in the PIS described a double blinding scenario although the trial was single blinded. The Committee requested a revision to correct this. 

5. The Committee requested the phrase ‘premature termination’ on page 3 be simplified to lay-friendly language. 

6. The Committee requested more lay friendly information on the optional pharmacogenetics research. 

7. The Committee advised that the information on animal testing may be removed as the study has been tested in humans. 

8. The Committee advised that withdrawal does not have to be done in writing in New Zealand and requested Section 11 be revised to correct this. 

9. The Committee noted page 16 states the Sponsor can terminate the study at any time for any reason which is not compliant with New Zealand guidelines. In New Zealand studies should not be terminated for commercial reasons only. The Committee requested a revision to address this. 

10. The Committee requested an explanation to the statement on page 16, about the retention of samples by the Sponsor for more than five years, for participants leaving the study, as it was unclear what this meant. 

11. The Committee noted the final point on the consent form repeats itself and can be removed. 

12. The Committee requested the Māori cultural tissue statement be moved from under the heading Blood Testing for Viruses ,to a more appropriate location. 

13. The Committee requested the inclusion of the international Sponsor’s address on the front page of the sheet. 

14. The Committee requested the inclusion of the local Sponsor’s address to the front page of the sheet. Include address of local sponsor for this study. 

15. The Committee requested the addition of a statement on page 14 advising if there will be no opportunity to perform a karakia when samples are destroyed. 

16. The Committee requested a clarification on page 18 on whether participants would receive $100 per visit or $100 overall. The Committee requested a simplification to the statement about deductions unless with prior arrangement as this was unclear. 

17. The Committee requested the insertion of a statement explaining to participants their right to access and correct information held about themselves. 

18. The Committee requested a revision of the main PIS to reflect the data plan arrangements. 

Decision 

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

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

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




	 5  
	Ethics ref:  
	20/NTB/96 
	 

	 
	Title: 
	Younger onset dementia diagnosis 
	 

	 
	Principal Investigator: 
	Dr Brigid Ryan 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	23 April 2020 
	 


 
Dr Brigid Ryan was present by videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

1. The Committee queried whether there would be a follow-up with qualitative interviews with the participants. The Researcher stated this was the intention and they would submit a separate ethics application for it. The Committee advised that researchers can submit amendments to approved studies and this would be preferable to keep it under the one project. 

2. The Committee queried the process of supported decision-making. The Researcher stated the majority of participants would unlikely be able to complete the questionnaire by themselves and imagined they would have a carer or next of kin with them to discuss with a member of the study team. The Researcher stated they would have the opportunity to ask questions and there would be a simplified consent form available. 

3. The Committee queried whether the study intended to consent as per Right 7(3) of the Code of Health and Disability Services Consumers’ Rights and not through proxy consent. The Researcher stated in most cases this would be the case but some participants would be unable to sign for themselves in order for the study to access their medical records. The Committee advised this would bring the study into Right 7(4) of the Code which requires it to be in the best interests of the individual for them to participate in research. The Committee stated it would be difficult to make an argument that participation would be in the best interest of someone without the capacity to provide consent for themselves and so the study would have to limit itself to those who can provide consent under Right 7(3) of the Code. 


4. The Committee considered it may be difficult to ascertain a person’s capacity to consent and whether there is any undue influence over the phone. The Committee suggested a videocall would be more suitable. 

5. The Committee queried how the Researcher would determine a potential participant’s level of understanding as some people with dementia can retain a high level of social performance. The Researcher stated it would involve questions that require them to respond to information about the study to ensure they comprehend it. 

6. The Committee queried when the diagnosis of dementia would be confirmed. The Researcher stated this would be confirmed after the consent process when medical records are accessed to clarify the diagnosis and validate information received from the questionnaire. The Committee noted this was not clear in the PIS and requested information to explain it. 

7. The Committee requested an amendment to the protocol to manage the scenario of a carer contacting the study team but the person with dementia does not comprehend the study and how the phone or video call would be terminated. 

8. The Committee noted the carer questionnaire was ambiguous as the first 46 questions were proxy questions for the person with dementia. The Committee suggested it would be better for those questions to be answered in the context of the dementia questionnaire with support from the carer. 

9. The Committee noted questions 47 – 56 on the experience of the carer would be better separated into a specific carer questionnaire. The Committee advised this would require a separate information sheet and consent form for the carer as they would be participants too). 

10. The Committee requested a statement in the PIS advising who will have access to study data (e.g. whether a student will assist with analysis) and that this would be de-identified. 

11. The Committee requested the inclusion of a Māori health contact in the PIS. 

12. The Committee requested a revision to the statement regarding participant data being stored indefinitely and made available to future researchers to clarify that this data will be de-identified. 

13. The Committee noted the dementia questionnaire asks about higher education but only gives the options of school to university. The Committee requested an option for a trade certificate or other qualification as an alternative. 

14. The Committee requested an option to ‘prefer not to answer’ to the question about annual income. 

15. The Committee noted the easy-read PIS had been simplified beyond the point of providing sufficient information as it does not explain what the study is about and what participants will be asked to do. The Researcher agreed to revise it. The Committee recommended the Researcher get in touch with organisations that can assist with an easy-read translation. The Committee suggested People First. 

Decision 


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

· Study participants should provide fully informed consent and cannot be enrolled by another individual except in very limited circumstances. Please revise the study to ensure only those who can provide their consent to participate are eligible. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.1)

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

 







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:
	02 June 2020, 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.

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business




The meeting closed at 2:30pm. 
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