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		Minutes



	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	21 April 2015

	Meeting venue:
	Zenith Technology Corp Ltd



	Time
	Item of business

	12.00pm
	Welcome

	12.10pm
	Confirmation of minutes of meeting of 17 March 2015

	12.30pm
	New applications (see over for details)

	
	 i 15/STH/42
 ii 15/STH/45
 iii 15/STH/49
 iv 15/STH/52
 v 15/STH/54
 vi 15/STH/60

	2.30pm
	General business:
· Noting section of agenda

	4.00pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Apologies 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Apologies 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Devonie Waaka 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2016 
	Present 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	01/09/2014 
	01/09/2015 
	Apologies 

	Dr Fiona McCrimmon 
	Lay (the law) 
	01/09/2014 
	01/09/2015 
	Present 

	Ms Susan Buckland
	Lay (consumer/community perspectives)
	01/07/2012
	01/07/2015
	Present


 

Welcome

The Chair opened the meeting at 12.17pm and welcomed Committee members, noting that apologies had been received from Dr Sarah Gunningham, Dr Mira Harrison-Woolrych and Mrs Angelika Frank-Alexander.

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 17 March 2015 were confirmed.

New applications 

	 1  
	Ethics ref:  
	15/STH/42  (CLOSED)

	 
	Title: 
	Fusionless Scoliosis Correction Device in Children 

	 
	Principal Investigator: 
	Mr Bruce Hodgson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 April 2015 



Mr Bruce Hodgson and Ms Virginia Martin 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 Mathew Zacharias declared a potential conflict of interest, and the Committee decided that he could take part in the discussions.

Decision 

This application was provisionally approved by consensus.



	 2  
	Ethics ref:  
	15/STH/45 

	 
	Title: 
	Biomarkers of outcomes related to anticoagulants 

	 
	Principal Investigator: 
	Dr Paul Chin 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 April 2015 


 
Dr Paul Chin 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 Study

· Dr Chin explained that this is an observational study which will work out the dabigatran and warfarin concentration in people coming to the emergency department.  This will be compared with those who are taking dabigatran and are relatively well to work out the ideal concentrations.  

Summary of ethical issues (resolved)

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

· The Committee noted that all patients will give at least verbal consent but some will not be able to give written consent until after the blood samples have been collected.  Dr Chin explained that for emergency department patients the researchers will talk with the attending doctor or nurse and if appropriate they will approach and get either written consent or verbal consent.  
· The Committee noted that 220 seemed like a lot of participants for a pilot study. Dr Chin explained that when looking at previous studies of warfarin they needed 700 participants”?  He said he expects that these numbers will be small compared with what is actually needed.
· The Committee asked what blood thinners would be tested for.  Dr Chin advised that patients would only be tested for whatever blood thinner they were taking.  This needs to be included in the PIS.  
· The Committee asked if Dr Chin was satisfied that the peer review was sufficiently independent.  Dr Chin advised that the he believes that it is sufficient given the level of risk for this study.  He said that Professor Begg is semi-retired and is not working on any projects with him at the moment.  He also said that Professor Begg is a local authority on the subject.  
· Dr Chin confirmed that additional blood for this trial will be taken from emergency department patients but this will be done at the same time as they are having the samples taken as standard care.
· The Committee noted that there needs to be a separate PIS and consent form for future unspecified research and recommended referring to the template on the HDEC website.  
· The Committee asked why patients could not be consented when they came in given the PIS was only three pages long.  They also asked what percentage of patients would only be able to give verbal consent.  Dr Chin advised if a patient comes in having a heart attack, they will only give verbal consent.  
· The Committee asked what would happen if patients who could not give written consent were excluded from the study.  Dr Chin explained that there would be a bias.  The Committee subsequently noted that when verbal consent is taken in an emergency department setting, it is not necessarily because the patient is not competent to provide consent but more to do with timing of procedures, for example radiology. 

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

· Please review consent form and only include statements that are relevant to this study.  
· Please review interpreter statement on the consent form.  
· Please remove yes / no boxes for all those statements that are not truly optional.  
· Please remove statement “I agree for my blood samples to be stored and used in future research into clotting and bleeding that has been properly approved” as this is confusing.

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 by the Committee (Ethical Guidelines for Observational Studies, para 6.10).
· Please provide a separate participant information sheet and consent form for future unspecified research (Ethical Guidelines for Observational Studies, para 6.10).

This following information will be reviewed, and a final decision made on the application, by the Chair and Dr Mathew Zacharias. 

	 3  
	Ethics ref:  
	15/STH/49 (CLOSED)

	 
	Title: 
	Switch to MK-1439A from a ritonavir-boosted PI-containing regimen inHIV-1-infected participants. 

	 
	Principal Investigator: 
	Dr Alan David Pithie 

	 
	Sponsor: 
	Merck Sharpe and Dohme (New Zealand) Limited 

	 
	Clock Start Date: 
	02 April 2015 


 
Ms Renee Malcolm  and Dr Alan Pithie 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.

Decision 

This application was provisionally approved by consensus.



	 4  
	Ethics ref:  
	15/STH/52 

	 
	Title: 
	Body composition in term and preterm NZ babies 

	 
	Principal Investigator: 
	Professor Frank Bloomfield 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 April 2015 


 
Professor Frank Bloomfield 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 Study

· Professor Bloomfield explained that this is an observational study with the aim of getting the first set of data in New Zealand on body composition of healthy term and babies born at moderate to late preterm gestations of all ethnicities.  This is necessary as there is increasing evidence that babies born pre-term will have increased fat mass at term and at later ages, which may result in metabolic disease in adulthood.  

Summary of ethical issues (resolved)

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

· Professor Bloomfield advised that the results will be given to parents immediately and that they will not be given any advice based on the fat mass reading.  He said that the researchers will tell parents that they want to design a study in the future to find the optimal nutrition for babies born pre-term.  

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

· Please begin the PIS with “you and your baby are invited”
· Please include a footer with page numbers and version number.

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 by the Committee (Ethical Guidelines for Observational Studies, para 6.10).



	 5  
	Ethics ref:  
	15/STH/54  (CLOSED)

	 
	Title: 
	MK-1439A versus ATRIPLA™ in treatment-naïve HIV-infected subjects 

	 
	Principal Investigator: 
	Dr Rupert Handy 

	 
	Sponsor: 
	Merck Sharp & Dohme (New Zealand) Limited 

	 
	Clock Start Date: 
	02 April 2015 



Dr Rupert Handy 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.


Decision 

This application was approved by consensus.


	 6  
	Ethics ref:  
	15/STH/60 

	 
	Title: 
	HAUSER-RCT 

	 
	Principal Investigator: 
	Prof Russell Scott 

	 
	Sponsor: 
	Amgen Australia 

	 
	Clock Start Date: 
	09 April 2015 


 
Dr Jinny Willis 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 Study

· Dr Willis explained that this is a randomised control trial of evolocumab in 10 to 17 year olds who have hypercholesterolemia.  These patients will already be taking statins for high cholesterol.  Dr Willis advised that at the end of the study period, participants will be able to enter an open label study and this is a good opportunity for treatment for high cholesterol with a drug that is not currently available.

Summary of ethical issues (resolved)

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

· The Committee noted that the researchers had identified no ethical issues (A.1.6).  Dr Willis advised that the major issue was the vulnerable participants and that they would need to get assent from minors and parental consent.  The Committee noted that this study is providing a study drug that is unproven and there is still a degree of risk in a vulnerable population.  
· The Committee asked for clarification on the risks associated with this study (R.1.1).  Dr Willis advised that this would be the side effect profile outlined in the PIS, blood tests and any adverse events. 
· The Committee asked how any unexpected and clinically significant findings would be managed.   Dr Willis advised that the study physician would communicate results to participants and ensure that appropriate clinical care was provided.  Participants’ GPs would also be updated.
· The Committee noted that the CI may be a participant’s treating physician and asked how the risk of coercion would be managed (R.5.4).  Dr Willis advised that this has not been an issue in the past but that some of the other clinical trial physicians who do not have an existing relationship could consent Professor Scott’s patients.  The Committee noted that in other trials some CIs distance themselves from the consent process so participants do not feel like they have to consent to please their doctor.  
· The Committee asked for clarification on the statement on page 3 of the PIS “all information and samples collected from your child before he/she stopped participating in the study may still be used by Amgen to understand more about evolocumab and/or cardiovascular disease, hyperlipidemia, and metabolic disorders or mechanism of action (how the drug works)”.  They were concerned that this sounds like samples collected before withdrawal are going to be used and that usually samples are destroyed.  
· Dr Willis advised that Amgen were applying for SCOTT review and the Committee agreed this was sufficient for peer review.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the researcher were as follows.

· The Committee asked for clarification on the statement on page 3 of the PIS “all information and samples collected from your child before he/she stopped participating in the study may still be used by Amgen to understand more about evolocumab and/or cardiovascular disease, hyperlipidemia, and metabolic disorders or mechanism of action (how the drug works)”.  They were concerned that this sounds like samples collected before withdrawal are going to be used and that usually samples are destroyed when consent is withdrawn.

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

· Please include a lay study title.
· Please amend “consent to participate in a research study” to “participant information sheet and consent form”.
· Please reconsider rewriting in the third person.
· Please review for incorrect grammar.
· Please review spelling.
· Please amend “asked to participate” to “invite to participate” (page 1 of the main PIS).  
· Please clarify statement “blood samples will be used to monitor my health and safety” (page 7 of the main PIS).  
· Please clarify whether side effects were reported in 2% or 10% of participants (page 9 of the main PIS) or 1% or 10% of participants (page 10 of the main PIS).
· Please add “I will” to “tell the study doctor…” (page 11 of the main PIS).  
· Please clarify what a central vendor is (page 16 of the main PIS) 
· Please provide separate PIS for pharmacogenetic and future unspecified research.

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 by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide a separate participant information sheet and consent form for pharmacogenetic and future unspecified research (Ethical Guidelines for Intervention Studies, para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Devonie Waaka and Dr Fiona McCrimmon.



General business
[bookmark: _GoBack]
1. The Committee noted the content of the “noting section” of the agenda.

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

	Meeting date:
	19 May 2015

	Meeting venue:
	Sudima Hotel, 550 Memorial Drive, Christchurch



	The following members tendered apologies for this meeting.

Dr Sarah Gunningham
Associate Professor Mira Harrison-Woolrych

The meeting closed at 2.20pm.
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