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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	25 July 2017

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington



	Time
	Item of business

	12.00.pm
	Welcome

	12.05pm
	Confirmation of minutes of meeting of 27 June 2017

	12.30pm
	New applications (see over for details)

	
	 i 17/CEN/124
  ii 17/CEN/126
  iii 17/CEN/128
  iv 17/CEN/129
  v 17/CEN/134
  vi 17/CEN/135

	3.20pm
	General business:
· Noting section of agenda

	3.30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs  Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2015 
	01/07/2018 
	Present 

	Dr Angela Ballantyne 
	Lay (ethical/moral reasoning) 
	30/07/2015 
	30/07/2018 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Cordelia Thomas 
	Lay (ethical/moral reasoning) 
	20/05/2017 
	20/05/2020 
	Present 

	Dr Melissa Cragg 
	Non-lay (observational studies) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Peter Gallagher 
	Non-lay (health/disability service provision) 
	30/07/2015 
	30/07/2018 
	Present 


 

Welcome

The Chair opened the meeting at 12.05pm and welcomed Committee members.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 27 June 2017 were confirmed.

New applications 

	 1  
	Ethics ref:  
	17/CEN/124 

	 
	Title: 
	Disparities and costs of osteoarthritis associated hip and knee replacement surgeries 

	 
	Principal Investigator: 
	Dr Chunhuan Lao 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2017 


 
Dr Chunhuan Lao was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of the study

1. The Committee noted that this is an interesting project looking at hip and knee replacements over a number of years and the researchers wish to access and use health information without consent as they plan to look at a large data set. The researchers plan to link data sets to see whether there are differences in uptake across location, ethnicity and gender. 

Summary of ethical issues (outstanding)

2. The Committee noted that when researchers plan to access and use health information without consent that it needs to be satisfied that the three points set out at section 6.43 of the NEAC guidelines for observational research have been met. The three points that the researchers need to satisfy the Committee of are that 1: it would be impractical or burdensome to contact individuals to gain consent, 2: that there is no potential disadvantage to the participants or their relatives or to any collectives. 2). 3 the public interest in the study outweighs the public interest in privacy.  The Committee would like the researchers to address each of the three points in writing to demonstrate how section 6.43 of the observational guidelines has been met.
3. The Committee noted that the peer review documentation submitted with the application does not comment on methodology or analysis that is intended.  The Committee would like to see peer review of the study protocol by a reviewer who is independent of the study and who has the expertise to comment on such things as the study methodology and analysis that will be used.  The HDEC secretariat has a peer review template that the researchers can refer to and use and the template can be found at: https://ethics.health.govt.nz/  
4. The Committee queried whether unit costs for outpatients from Waikato DHB differ from other DHBs.  The researcher explained that the costs may be different and the source of costing information in this application is from the Waikato DHB but she will contact the Ministry of Health to find out what the other unit costs are.  The researcher noted the need for the unique costing to be consistent so that it is more comparable. For inpatients the Ministry of Health has the same unit cost but for outpatients as far as she knows there is not one.  


Summary of ethical issues (resolved)

5. With regard to consultation with Maori the Committee noted that the researchers had answered that there is no need for such consultation at question p.4.3.1 on page 17 of the application form. The Committee explained that consultation is needed as the researchers will be using data about Maori and aspects of the study pertain to Maori.  The researcher noted that as part of locality process approval for this application that the DHB Maori research Committee had reviewed this application.  With this knowledge, the Committee was satisfied that appropriate consultation will take place. 
6. The Committee noted that the answer stated at question a.5.1 on page 9 of the application form that there is no sponsor for this study.  The Committee explained that its definition of sponsor encompasses the organisation that has responsibility for the oversight of the study and that this is not necessarily just financial. The researcher noted that the University of Waikato will oversee the study and the Committee noted for future reference that it is appropriate to state the University of Waikato as the sponsor. 
7. The researcher confirmed for the Committee that this study will require external funding and that the source of the money is yet to be confirmed as she is in the process of applying to organisations for further funding.
8. The Committee asked the researcher whether individual consent was given at the time of collection of the information for entry into the databases.  The researcher advised that there is no consent option for databases that an individual opts into.  The data bases are administrative in nature with information collected as part of standard of care treatment by DHBs and then sent to the Ministry of Health. Individuals can’t opt out so there is no selection bias.  The Committee noted for future reference that it is helpful for the researcher to provide information in an application about what the consent relationship arrangements were at the point of collection of the data/health information. 
9. The Committee asked the researcher how ethnicity is defined in each database and whether it is consistent.  The researcher stated that ethnicity is consistently defined across DHBs. They use the same coding as that of the NZ Census. ‘NZ Maori’ is an option for individuals to complete. Individuals complete forms at the time they receive hospital treatment and it is this data that goes into the collection. The Ministry of Health have a coding team and this information would be the same.  The Committee queried at what point indication of ethnicity is given for the pharmaceutical collection database.  The researcher advised that there is no ethnicity information in the pharmaceutical collection database.  

Decision 

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

· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· The Committee noted that they can approve access to identifiable health information without consent for research in certain circumstances. Please provide a written response that demonstrates that you meet the requirements set out in the Ethical Guidelines for Observational Studies, Paragraph 6.43.

This information will be reviewed, and a final decision made on the application, by Dr Patries Herst and Dr Angela Ballantyne. 

	 2  
	Ethics ref:  
	17/CEN/126 

	 
	Title: 
	Pacific elders with memory problems: engagement and understanding 

	 
	Principal Investigator: 
	DR SARAH CULLUM 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	13 July 2017 


 
Dr Sarah Cullum and Ms Ngaire Kerse were present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Cordelia Thomas declared a potential conflict of interest, and the Committee decided that she could stay in the room and join the discussion and decision making for this application. 

Summary of the study

1. The researchers introduced the study noting that they wish to do two separate projects; one in a Samoan group and the other in a Tongan group, and the application before the Committee today is for ethical approval to do the preliminary work to understand what dementia is like for these groups and to build relationships with these groups to see whether they want this project.  If they do then the researchers will make a further application for ethical approval to translate and adapt the 10/66 dementia tool assessment tool into a culturally fair instrument to use with Samoan and Tongan elders.   In this application before the Committee the researchers are requesting ethical approval for them to start developing the best way to engage with these communities to talk about future studies of dementia and the researchers noted that the added bonus of engaging with communities from the start is that they will feel like they own the research themselves.

The Committee requested the following changes to the Advisory Group participant information sheet and consent form:

2. Please include page numbers in the footers of the PIS/CF documents.
3. The Committee asked who will be on the engagement advisory group and the researchers stated that it is intended that there will be a mix of people from the communities from both clinical and non-clinical backgrounds who have knowledge and expertise about dementia in their community.  The researchers noted a two phase design where they will speak with health care practitioners and then members of the community. People with dementia will not be in the advisory group. The Committee noted that it is helpful to state in upfront in the participant information sheet why people are being asked to participate and how they have been identified to be a part of the advisory group.  The researcher noted that she visits VakaTauTua and they often get requests and families are keen to be involved.  Identifying potential participants through this group is an avenue the researchers could explore.  The Committee suggested that they include upfront in the participant information sheet that participants have been approached to take part and the reasons why.  
4. Under the heading “What will my participation in the study involve?” The Committee noted the sentence “If you want to take part in this study we will ask you and them to sign a consent form”. The Committee asked who “them” refers to and the researchers confirmed that this is a typo and that they will correct it.   The Committee also noted the sentence stating “We will arrange for you to come to at least two meetings with the rest of the group”, and requested the researchers be more definitive about how many meetings the participants will be asked to come to and how much time they will take.  
5. The Committee sought clarification on the recruitment process to the advisory groups and asked whether the researchers are going to identify people, email them a participant information sheet/consent form inviting them to the first meeting and then have lunch to discuss and decide whether they will participate or is lunch to do with the families?
6. The researchers explained that the community will have a discussion and at that time the community will think of the right people who will be invited to take part, then have lunch and then decide. Both groups will come together so that people can be invited to attend.  The Committee asked that this be made clear in the participant information sheet/consent forms. 
7. The Committee noted the sentence “We will ask just one person in the group to speak one at a time” and suggested that the researchers simplify this to state that one person will speak at a time.  
8. The Committee queried whether the recorded interviews from the advisory group meeting will be transcribed and the researchers confirmed that they will not be for this group but will be for the focus groups.
9. Under the heading ‘What are the benefits and risks of this study?’, the Committee noted the sentence “As health professionals we see this study has more benefits than risks”, and noted that a statement such as this in this community could be seen as coercive and seen as an expectation that they are involved. The Committee asked that this statement be removed. 
10. Under the heading ‘Who pays for the study?’, the Committee asked on what basis the 50 dollar Countdown voucher is being paid.  The voucher will be given to participants at the end of all the meetings as an acknowledgement of attending all the meetings and the Committee asked that this be stated.
11. Under the heading ‘What are my rights?’ The Committee noted the statement “You have the right to access information collected about you as part of the study.” and noted that it could be difficult to separate individual health information out in a focus group situation. The Committee asked what information the researchers are intending to collect about individuals. It was acknowledged that this statement is probably not useful as they know the information and the researchers will remove this statement. 
12. First sentence under the heading ‘What happens after study or if I change my mind?’ The Committee suggested replacing this sentence with “The study data will be stored in a safe place.” 
13. The Committee noted that the inclusion of an ACC statement about risks of harm is usually expected.  The Committee accepts that the risks of harm in this study are slight but would like to see the following ACC statement included: If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.
If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.
14. The Committee noted that if such statements are left out that it would expect that the researchers explain in the application why they are left out.
15. Under the heading ‘What is the purpose of this study’? The Committee noted the statement “The questions health professionals use to find dementia in New Zealand have been developed by Pakeha.” and suggested that the researchers could replace the word “pakeha” with “palangi” given that the study is targeted at Pacifika populations.
16. The Committee noted that “NZ” and “New Zealand” are used interchangeably. Please use one term consistently. 
17. Under the heading “What happens if I change my mind?” The Committee asked whether the study data will also be stored in an electronic form. The researchers confirmed that there will be a protected electronic copy.
18. Under the heading “Who do I contact for more information if I have concerns?” Please include the contact details for a Pacifika person. Given the nature of the study it would be useful for a Pacifika contact to be included. 

The Committee requested the following changes to the Family Interview participant information sheet and consent form:

19. The Committee noted that this does not contain an invitation for the person with dementia to consent.  This information sheet is headed for the family members although parts read for family and others for the person with dementia.  The Committee asked that the researchers provide a separate information sheet that is phrased differently i.e. “you”.  The person with dementia has to agree to family discussing information about them and the Committee noted the importance of that person understanding what their family are being asked to do.  It could be embarrassing or confusing for the person if they don’t know so please make this clear. 
20. The Committee noted the interview time of an hour and a half could be tiring for a person who has dementia but acknowledged that if family members are present that they will be talking for most of the time.  The interview will be transcribed and the researchers may and have a second meeting to discuss the transcript. The Committee noted that it could be a burden for them to read through the interview and attend a second meeting and asked that the researchers make clear what is being asked of them and give them the choice in the information sheet and consent forms. 
21. Please make clear that the 150 dollar voucher will be a family koha (i.e one for each family group). 
22. Please review the statements in the consent form and include Yes/No boxes only for statements that are truly optional. 
23. The Committee noted the answer given at question p.2.7 on page 20 of the application form that if the researchers detect any health care needs for participants that they will inform the participant’s GP with the participant’s consent. The Committee asked that this information be stated in the participant information sheet as they need to know that this could happen.  A statement to the same effect can be included on the consent form with a yes/no tick box. 
24. The Committee noted the answer given at question p.3.2.2.1 on page 21 of the application form talked about families being asked to consent on behalf of a participant and reminded the researchers that under current New Zealand law that a family member cannot consent on behalf of another adult person to take part in research and reminded the researchers of the provisions set out in Right 7(4) of the Health and Disability Code of Rights.
25. Under the heading “What will my participation in the study involve?”  The Committee queried whether the interviews will be recorded on a tape recorder and the researchers advised that they will be digitally recorded. An e-copy will be saved with protected passwords. 
26. The Committee asked how the researchers will recruit and identify participants with mild dementia to take part in the study and how they will measure whether a person has mild dementia. The researchers themselves will identify and assess whether a person has capacity to give informed consent.  The communities will assist with this and suggest families they think might be eligible to take part.  The discussion for informed consent then will take place. The Committee queried whether the researchers thought it possible that at a community meeting that there might be a chance that people with mild dementia will be coerced into taking part?  Or if the person is happy for the family to have the conversation but they want to opt out.  The person with mild dementia has to be comfortable and say that they or their family are not taking part and the Committee would like to see clear statements for each in the consent form with yes/no tick boxes so that it is clear who is consenting to what. 
27. The Committee and the researchers discussed the appropriateness of the use of the term “memory problems” in the information sheets and agreed that in the first instance that the researchers could state “Dementia (memory problems)” and refer from then on to “memory problems” bearing in mind the importance of not deceiving participants. 
28. Consent Form: the Committee noted the statement “If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be used”. The researchers explained that this is the case because it is gained as part of a group interview and it is hard to distinguish individual information from a group discussion. 

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 (Ethical Guidelines for Observational Studies para 6.10) 

This information will be reviewed, and a final decision made on the application, by Dr Cordelia Thomas and Dr Melissa Cragg. 

	 3  
	Ethics ref:  
	17/CEN/128 

	 
	Title: 
	(duplicate) STI retesting in high-risk regions of NZ 

	 
	Principal Investigator: 
	Dr Sally Rose 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2017 


 
Dr Sally Rose and Prof Sue Pullon 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.

Dr Angela Ballantyne declared a potential conflict of interest, and the Committee decided to that she could stay in the room but not take part in the discussion on decision making for this application. 

Summary of ethical issues (resolved)

1. The Committee noted that this application is a resubmission of a previously considered application and noted that previously the Committee noted that in following the guidelines for observational studies around the considerations and potential exception to using data without consent, that the issue of stigmatisation could potentially disadvantage individuals and collectives. At the same time, the Committee noted that the longer term benefits of the study, are similarly important to the same cohort and if it could be further reassured about how the researchers might minimise potential stigmatisation then it would be more comfortable approving the application. The Committee commended the researchers on the explanation provided in this application noting that it gave the Committee a clear sense of what will happen and the Committee thanked the researchers for this.  
2. A concern was noted that there is a risk of stigmatisation when report comes out.  It was reiterated that the report will be about clinician behaviour in daily practice, not about the attitudes or behaviour of patients/people who may seek health care about sexual and reproductive health matters.    
3. The researchers explained that they wish to use extractive laboratory data for a three year period and no identifying information will be had, with the exception of NHI, and explained that they are applying to get NHI linked data given the age of the data and the fact that there is a large quantity of data. The funding applied for is in line with the dates provided in the application form with the exception of a one year data extract information data size calculations for an HRC application.  
4. It was noted that the 11 July response from the researchers notes that STIs disproportionately affect youth number of youth, females, Maori and Pasifika people and there was concern that the results would be biased towards these populations.   There was concern about how this potential bias could be mitigated. The researchers acknowledged that this is an important question and went on to note that one of the aims of this study is to try not to do that.  At the same time the researchers acknowledged that the health statistics are out there in the public domain for groups in the population and they show that there is an unfair burden carried by these groups.  The aim of this study is to address clinician behaviour that might lead to these outcomes.  The researchers reiterated that they are not looking at patients per se.  They want to look at the whole population in areas they already know that statistics are the way they are.  The report will be published talking about clinician behaviour and the public won’t know about groups in that clinician’s area. 
5. What the researchers are really trying to find out is the overall rates of re-testing and then looking at best rates of practice to get people to return. 

6. The Committee noted that the researchers had stated at question p.4.2 on page 17 of the application form that there are no cultural issues expected due to the observational study design.  The Committee noted that ‘Whakama’ is a potential issue but acknowledged that this is hard to address when researchers are looking purely at laboratory data. 
7. The Committee asked whether the researchers intend to look at possible barriers to people coming back from a clinician’s point of view.  The researchers confirmed that they would like to do this if they can get further funding in future.   

Decision 

This application was approved by consensus with Dr Angela Ballantyne abstaining. 
 

	 4  
	Ethics ref:  
	17/CEN/129 

	 
	Title: 
	Exploring motivations for, and experiences of, Advance Care Planning: a qualitative study 

	 
	Principal Investigator: 
	Dr.  Aileen Collier 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2017 


 
Jacqui Bowden Tucker was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of the study

1. The researcher introduced the study noting that she is a co-investigator in this multi-site qualitative research piece on Advance Care Planning (ACP) that will aim to gauge consumer perspectives, motivation and experience of engaging in ACP.  The researcher noted that ACP is about ongoing conversations about health care needs and in this situation the population will have life-limiting conditions.  ACP is about reflecting further wishes should a person no longer be able to decide for themselves and is bigger than the conversation with health care providers about preferences.

Summary of ethical issues (resolved)

2. The Committee queried how the researchers are planning to deal with a situation where a participant gets upset. The researcher explained that in the course of the interview they will let the participant know that either the interviewer or the participant has the choice to stop the interview if needed. The researcher explained that the co-investigators have extensive experience in working with people with life-limiting illness and will use this experience to acknowledge if there is any distress and take a break. They also have resources through the health provider for referral if needed.   
3. The researcher confirmed for the Committee that the co-investigators will not be directly involved with in the care of participants in this study.  
4. The Committee noted the difference between advance care planning and advance care directives, more specifically the difference between preference and legally binding advance directives.  The Committee suggested that the researchers check understanding between the two from the participants’ perspectives.   
5. The Committee queried whether there are any published findings around the process in Maori or in other words whether there is any qualitative data around the process and involvement with Maori.   The researcher noted that in terms of ACP, she is aware that Northland Maori have an advance care plan document and there has  been consultation but little is understood from a consumer experience perspective in both non-Maori and Maori population hence the reason for doing this research. 

Summary of ethical issues (outstanding)

6. The Committee noted that scientific peer review of the study protocol has been done by a reviewer who is independent of the study and who has the expertise to comment on such things as the study methodology and analysis that will be used.  The Committee noted that the peer review documentation submitted with the application appears to be from a reviewer who is part of the team and that the reviewer refers to herself as a “critical friend” .The Committee asked the researcher to check whether the reviewer is indeed independent of the study and if not, provide independent peer review by someone else.
7. The researcher confirmed that interviews with each of the participants will be transcribed and sent to two key investigators.  The researcher noted that she would need to check with the lead investigator about whether transcribed interviews will be sent to the participants to confirm and check. The Committee noted that if the interviews will be sent to participants to confirm and check then this needs to be made clear in the participant information sheet and review included in the stated time allowance for participants in the study. 

The Committee requested the following changes to the participant information sheet and consent form:

8. The Committee noted that the researchers will recruit participants with life limiting illness and noted that the participant information sheet does not state up front why these people are being approached.  The Committee suggested that the researchers give the reason that potential participants are being approached in a sensitive way that will not cause distress. 
9. The Committee noted the answer stated at question r.2.1.1 on page 18 of the application form that health information will be reviewed for the purposes of identifying participants who meet the study inclusion criteria.  The Committee noted the Health Information Privacy Code restrictions on accessing records for research.  Accessing records in this case would be simply to identify participants and then contact the person.  The Committee suggested that when clinicians are seeing people in hospital then they could identify potential participants and get their consent to access their records and talk about the study with them at this stage.  In other words, the clinician familiar with the patients could identify those who have had involvement with advance care planning at some stage. The Committee asked that the researchers include a statement in the participant information sheet that says that the researchers are contacting the person because their clinician has talked to them about the possibility of being in this study. 
10. Page 2 under the heading ‘Who pays for the study?’ The Committee noted that reference to a “small koha” for being in the study is to general and in the interests of clarity asked that the researchers state specifically the koha amount. 
11. The Committee noted that the inclusion of an ACC statement about risks of harm is usually expected.  The Committee accepts that the risks of harm in this study are slight but would like to see the following ACC statement included: If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.
If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.
12. Please review the consent form and only include yes/no tick boxes for statements that are truly optional.  
13. The Committee noted the answer given at question p.2.1 on page 21 of the application form and noted that some of the information here is not stated up front in the participant information sheet.  For example, that they may have expressed an interest after being contacted by telephone. Please review and include this information in the participant information sheet. 

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

· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies para 6.10) 

This information will be reviewed, and a final decision made on the application, by Dr Patries Herst and Dr Cordelia Thomas. 

	 5  
	Ethics ref:  
	17/CEN/134 

	 
	Title: 
	Comparison of the blood levels of two forms of posaconazole oral suspension in healthy volunteers under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Douglas Pharmaceuticals America Ltd 

	 
	Clock Start Date: 
	13 July 2017 


 
Ms Linda Folland, Dr Noelyn Hung and Dr Tak Hung were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

1. The Committee had no significant ethical concerns about this study and noted that its design and participant information sheets are similar to those it has reviewed for previous applications.  
2. The Committee noted that many activities are required of participants and that a table that shows the activities over time might be a helpful reference for participants. The researchers advised that participants are given a memo to address this. 

The Committee requested the following changes to the participant information sheet and consent form:

3. Please review the document and replace the word “subjects” with “participant”. 
4. The Committee queried whether the statement “If I decide to withdraw from the study, I agree that the information collected about me , and any samples collected up to the point when  I withdraw may continue to be processed.” is truly optional. The researchers advised that it depends on the intention to treat.  Ideally they want to analyse all the data because removing data from participants who have withdrawn could bias the results and affect the scientific validity of the study.
5. Page 4, third to last paragraph: Please replace the word “release” from the clinical site with “after you are discharged”.  
6. The Committee noted the statement in the consent form with a yes/no option for consent to notify a participant’s GP or health care provider of their participation in the study and of any significant, abnormal or unexpected results in study. It appears that this is not truly optional however as of the exclusion criteria listed on page 3 of the information sheet is that an individual does not agree to the researchers communicating to their GP any adverse results or reactions, abnormal or unexpected results.  Please remove the yes/no option in the consent form if this is not truly optional. The researchers can determine other exclusion criteria such as drinking alcohol from the participant themselves but if there is any concern about information provided by the participant then the researchers would want to contact their GP to clarify that they are eligible for the study. 

Decision 

This application was approved by consensus.



	  6  
	Ethics ref:  
	17/CEN/135 

	 
	Title: 
	REGIONS Care   

	 
	Principal Investigator: 
	A/Prof Anna Ranta 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2017 


 
A/Prof Ranta, Prof Dowes, Ms Ginny Abernethy were present in person and Ms Jackie Girvan was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of the study

1. The purpose of this study is to assess quality of stroke care procedures in New Zealand and to look for variation, especially at differences in ethnic and regional outcomes.  It has a number of sub-parts.
2. The researchers are looking at using health data collected in hospital by teams on the front line. In part 1(a) of the study the researchers would like to recruit a sub-set of patients (1028) and assess patient-specific interventions using the data capture from stroke services NZ and look at outcomes in phone call assessments at 3, 6 and 12 months post-stroke.  In part 1(b) the researchers also want to assess post-stroke outcomes in 8,500 patients discharged from New Zealand Hospitals with a diagnosis of stroke over a 12 month period using administrative health data from Statistics New Zealand IDI.  The researchers would like to link information from Ministry of Health data (for the 1028 sub set of patients), on mortality and place of residence at 12 months to assess the accuracy of the IDI data and to ensure that conclusions drawn in part 1(b)are appropriate and to validate data from part 1(a) with regard to potential selection bias. 
3. A third subpart is also planned. This will be a qualitative study in focus groups (50 people across four centres), that will talk about barriers to access in the context of a small group discussion.  Some participants will also be asked to complete a survey questionnaire. The researchers are intending to ask some of the participants out of the 1,028 from part 1(a).  The Committee suggested that the researchers could offer the survey aspect to all.  Some people won’t be able to complete the questionnaires in writing but could be part of a focus group to answer these questions. The researchers explained that the questionnaire will be widely offered and the focus groups will be targeted.  

Summary of ethical issues discussed (outstanding)

4. The Committee revisited the ‘audit’ aspect of this study and discussed whether it accepted that this is audit with regard to the researchers accessing health information without consent. The Committee asked whether the phone calls that the researchers intend to make are part of standard of care.  The researchers explained that standard of care is variable and they are attempting to try to standardise it as part of this study. In Wellington however, the standard of care is to do one phone call.  The Committee noted that given one phone call is standard of care here in Wellington then the research team could use that first phone call to get informed consent from people to be in the study.
5. The Committee went on to explain that there is provision in the Health Information Privacy Code (HIPC), to access and use of health information for audits for service provision and evaluation.  It accepted that an ‘opt-out’ consent option, as already adopted in Australia, while practical, is not legally an option in New Zealand.  The Committee noted that family members can’t opt out on behalf of another person for research as the Code of Health and Disability Services Consumers’ Rights (the Code) does not allow for this.  The Committee explained that the situation in New Zealand is different to that in Australia.  
6. The Committee suggested that if the first phone call at three months is considered standard of care then the researchers could seek informed consent at this point instead of giving patients an opt-out consent form while they are in hospital.  In terms of accessing data before seeking informed consent at the point of the first phone call, the Committee asked whether the research team will need to access the health information prior to the first phone call.  The researchers advised that they won’t be doing analysis prior to 12 months.  
7. The Committee asked how the researchers intend to assess that a person is competent to give consent at the point of the first phone call.  The researchers explained that they would start a conversation with the patient while in the hospital and noted that this would be an easier time to identify whether a person can give consent or not and in the event that they are not competent at that time see whether family members think the patient would they want to participate in the study. 
8. At that time of the first phone call a person has the option to be in the study or not and the researchers are considering proposing the same question at the six month follow up call for those who have agreed to be in the study.  The Committee noted that the research team’s intention to ascertain the views of family members while a patient is in hospital is in line with Right 7(4) of the Code as they are just being consulted for their views rather than giving consent on behalf of the patient to be in the study.
9. The Committee suggested giving patients the participant information sheet while they are in hospital and discussing it with the patient and their family then.  The Committee suggested that the researchers could send an email reminder before the first phone call.  In this way the process would be an extended informed consent process rather than an opt-out process and would comply with the requirements of New Zealand law and regulations. 
10. The Committee asked the researchers whether they are interested in speaking to the family member or only the stroke patient themselves and whether there is a requirement to be able to speak over the phone to do the research.  The researchers advised that they would ideally like to speak to the person themselves.  The follow up phone calls are about the patient and how they are doing.  If the patient wants to have a family member speak on their behalf on phone then the researchers need consent from the patient for this.  
11. The researchers confirmed for the Committee that they are skilled to make assessments and to decide whether a person has capacity to talk over the phone while they are in hospital. The researcher noted that if the patient has limited capacity for speech production and the researcher can’t have a conversation with a family member beforehand then they may not call them.   The Committee noted the idea of respect for people should mean that if they have a speech difficulty then they should still be able to participate in completing the questionnaire or consent to having a family member speak on their behalf. 

Consent forms

12. The Committee asked that it be clearly stated in the consent form what will happen if participants change their mind about being in the study and at which point they can change their mind.  Please also state that you are linking information in IDI and give participants the option of this happening with their health information.  That’s because linking health information with the IDI is research and not part of the audit.  Please make sure this is an optional statement and describe how they can do this.  Explain that once the information is linked and de-identified it cannot be withdrawn from the study. 
13. Please remove the statement about a person’s GP getting results as this won’t happen as part of the focus groups  
14. The Committee noted that participants might hear information that is worrying in the focus groups and need referral to health services.  Please state that this could happen in the focus groups participant information sheet and consent forms. 

Participant information sheets

15. Please review the Participant information sheets and remove reference to opt-out consent being an option. Please remove the opt-out consent option from the participant information sheets and consent forms and replace them with informed consent forms. 
16. Will need a PIS/CF for the stroke patient and for each family member involved also   PIS/CF forms for the focus group members. See page 1 of the focus group form. Easier to understand if targeted.

Focus groups/survey

17. The researchers confirmed that there will be no identifiable information about the stroke patient in the focus groups and that they will get most of the information about the patient themselves during the follow up phone calls. It was acknowledged that some patients may not have capacity for speech production and if this is the case then the researchers could seek verbal consent from the patient for a family member who can speak for them on their behalf. This could be a verbal consent at the 3 month phone call and could be pre-empted with correspondence to the patient and family so that they are prepared to answer the questions.  The researchers noted that a reminder is part of standard practice as they don’t want to call when people are not home.  The researchers could also look at having face to face assessments at some point if they cannot talk over the phone.   
18. It was agreed that a separate consent form is not needed for the survey/questionnaire aspect of this study as completion and return is implied consent.
19. The study questionnaires will be distributed in addition to the focus groups and are intended as a survey of people with experience of stroke and health care providers/clinicians. The idea is that they are similar to focus groups but capture a larger sample with rich and comprehensive data.  The Committee suggested that the researchers could ask at the point of hospitalisation whether people want to consent to doing the survey or focus group or both. 
20. The Committee suggested that the researcher give people a one page summary about completing the questionnaires and if the questionnaire is completed and returned then consent is implied. It was suggested that this survey be kept separate from the focus groups. The researchers could also use Survey Monkey to do this aspect of the study and give the Committee the questions that will be asked. 
21. At the moment a questionnaire survey for the stroke patient is available and the researchers will write another one for family in the interests of clarity.  The Committee noted that some of the questions might be challenging, such as question numbers 7, 8, and 11 and participants might feel at a disadvantage. If someone says ‘yes’ to one of those questions the researchers might want to consider having a link to a health and disability advocacy or complaint mechanism number. 
22. The Committee noted that question11 might be seen to imply that the stroke was related to the patient’s lifestyle factors. The researcher explained that the idea with this question is that there is an opportunity to see whether someone answers something that they haven’t thought of and this would be useful.  The Committee noted that the researchers could look at rewording the questionnaire and suggested that they could talk with a survey design specialist.  The Committee made a general comment that the questionnaire is wordy the research team could consider including shorter questions as people may not answer the questions. 
23. The researchers confirmed for the Committee that in their experience the questions are standard questions and people aren’t embarrassed to answer them. They noted that if they were a consumer then that she would be keen for someone to ask those questions and if there were any problems to know that they would be followed up by someone. 
24. The researchers confirmed that they have a Maori research expert on the team who is providing guidance about cultural issues and she is also conducting the focus groups. The Committee noted the answer given at question p.4.2 on page 24 of the application form that focus groups will be conducted in a culturally sensitive manner.  It noted that there is a degree of Whakama and that cultural issues need to be thought about and stated. 

Decision 

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

· The Committee explained to the researchers that from a procedural point of view that it would be more efficient to decline the application given that the researchers have been asked to submit both revised and additional documentation for participants including information sheets and consent form.  If the Committee were to provisionally approve the application the only decisions open to it on receipt of any response are to approve or to decline.  The Committee would not be able to request additional changes before making a final decision.  With this in mind and given that the researchers will submit new documentation, the Committee agreed to decline this application.  

· Investigators should obtain the prior informed consent of study participants (with certain exceptions: see paragraphs 6.19–6.21, 6.27, 6.35–6.37 and especially 6.43–6.47; see also the Code of Rights, Right 7(1): ‘Services may be provided to a consumer only if that consumer makes an informed choice and gives informed consent, except where any enactment, or the common law, or any other provision of this code provides otherwise’). (NEAC Ethical Guidelines for Observational Studies, para 6.10) 
· Informed consent has two basic components. 
· The decision is informed by adequate understanding of any information that is relevant to that decision. 
· The decision is voluntary, and is therefore free from undue influence such as manipulation or coercion. 
· (See also the Code of Rights, Right 2: ‘Every consumer has the right to be free from discrimination, coercion, harassment, and sexual, financial or other exploitation’.) (NEAC Ethical Guidelines for Observational Studies, para 6.11)


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:
	22 August 2017, 08:00 AM

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington, 6011


[bookmark: _GoBack]
The meeting closed at 3.30pm
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