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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	07 August 2012

	Meeting venue:
	Copthorne Commodore


	
	Item of business

	
	Welcome

	
	New applications (see over for details)


	  
	i 12/STH/1 

	   
	ii 12/STH/2 

	   
	iii 12/STH/3 

	
	General business:

Noting section of agenda
Amendment to MEC/10/01/007

	
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Mr Doug Bailey 
	Lay (the law) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

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

	Ms Gwen Neave 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Apologies 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Martin Than 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Apologies 

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


Welcome

The Chair opened the meeting at 12.06pm and welcomed Committee members, noting that apologies had been received from Dr Than and Mrs Neave.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

New applications 
	 1  
	Ethics ref:  
	12/STH/1 

	 
	Title: 
	A Rheumatoid Arthritis Study of MK8457 

	 
	Principal Investigator: 
	Dr Nigel Gilchrist 

	 
	Clock Start Date: 
	26 July 2012 


Rachel March and Tony Mann 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.

Decision 

This application was reviewed in a closed meeting and was provisionally approved by consensus.
	 2  
	Ethics ref:  
	12/STH/2 

	 
	Title: 
	The CLOSE I study 

	 
	Principal Investigator: 
	Dr  Paul  Young  

	 
	Clock Start Date: 
	26 July 2012 


No member of the research team 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 ethical issues

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

· The committee asked about p.1.3.  The answer is inconsistent with inclusion criteria at F2.1 and the wider question of whether it is for unconscious adults.  It may be a form error rather than researcher error. Nevertheless, the Committee would like the researchers to clarify.

· The Committee noted that the reference to next of kin and enduring medical power of attorney is easy to overlook.  It is important that there be some acknowledgment that these people have a right. The Human Tissues Act and requirements set out there need to be acknowledged.  The committee suggested referring the researchers to Right 7.4 of the Code of Rights, which sets out requirements for consent.

· The issue of unconscious patients who cannot give consent was discussed.  The Committee discussed the scenario of how consent might be gained when patients pass away and noted that they would like the researchers to make clear how consent may be gained from other parties in such situations.

· The Committee noted that it was not clear whether the blood gas analysis back up for PaO2 readings were accurate and an explanation is needed.

· It was noted that P1.8 has been answered by ticking ‘no’ and that the system removes further relevant questions about consent.

· The Committee noted that the study is a valid one and that risk factors have been covered off. 

Decision 

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

· Please provide an explanation about how right 7.4 in the Code of Rights will be observed in the study. (Ethical Guidelines for Intervention Studies, para 6.24-6.29)
· Please provide more information about what will happen to the patient data when participants pass away and whether their families will be informed about what happened in the study. (Ethical Guidelines for Intervention Studies, para 6.29)
· Please provide an explanation of how the accuracy of the pulse oxymeter is checked with the arterial blood gas recording whenever the expired oxygen concentration is changed. (Ethical Guidelines for Intervention Studies, para 5.4-5.5)
· Your inclusion criteria stated in questions p1.3 and f.2.3 are inconsistent.  Could you please revisit both questions and confirm whether non-consenting participants include unconscious adults.  (Ethical Guidelines for Intervention Studies, para 5.26-5.27)
This following information will be reviewed, and a final decision made on the application, by the Chair.

	 3  
	Ethics ref:  
	12/STH/3 

	 
	Title: 
	Assessment of the trial drug AMG 357 taken by healthy men and women 

	 
	Principal Investigator: 
	Dr Richard Robson  

	 
	Clock Start Date: 
	26 July 2012 


Dr Robson and Dr Waaka 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.

Decision 

This application was reviewed in a closed meeting and was approved by consensus.
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The Committee informally discussed an amendment to study MEC/10/01/007.

· The Committee interpreted the request to be that participants enrolling in the study will be required to sign an additional consent form to allow a third party company to contact them.  The committee discussed the issue of what will happen in cases where those who have already been in the study but not previously consented.

· It was noted that the request is ethical because those participants have previously consented and their data may be lost if they can’t be tracked down after the study.  
· The Committee would like the consent form to specify what information will be released to a third party for current and potential participants.

· Secretariat to provide the chair with the study information.

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

	Meeting date:
	04 September 2012, 11:00 AM

	Meeting venue:
	Scenic Hotel, Cnr Princes and Dowling Sts, Dunedin



No apologies were tendered for this meeting.

Dr Gunningham and Dr Zacharias tendered apologies for the 25 September 2012 meeting.

The meeting closed at 15.02.
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