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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	19 February 2013

	Meeting venue:
	Heartland Hotel Cotswold


	


Item of business

	


Welcome

	


Confirmation of minutes of meeting of 22 January 2013

	



New applications (see over for details)

	  


I  13/STH/7

  


ii 13/STH/8

  


iii 13/STH/9

  


iv 13/STH/10

  


v 13/STH/11

  


vi 13/STH/13

	


General business


	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 
	Present 

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


Welcome

The Chair opened the meeting at 12.10pm and welcomed Committee members, noting that apologies had been received from Gwen Neave.
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 22 January 2013 were confirmed.

New applications 
	 1  
	Ethics ref:  
	13/STH/7 

	 
	Title: 
	Use of GreenGeneF in Severe Haemophilia A Subjects. 

	 
	Principal Investigator: 
	Dr Mark Smith 

	 
	Sponsor: 
	Green Cross Corp. 

	 
	Clock Start Date: 
	07 February 2013 


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. 

· A copy of our decision will be forwarded to SCOTT.

· Please provide safety data regarding the use of GGF in peri-operative situations and evidence that its efficacy is equivalent to the current standard of care.

· The Committee discussed the potential restrictions that may be placed by the sponsor on the publication of negative findings.

· The Committee noted a discrepancy in the answers provided in b.4.5 and b.4.5.2 in the application form, relating to future use of tissue.

· The committee requests that two methods of birth control are used, and that the following pregnancy clause be added to the Participant Information Sheet/Consent Form.
I understand that there may be risks associated with the treatment in the event of myself or my partner becoming pregnant. I undertake to inform my partner of the risks and to take responsibility for the prevention of pregnancy.
· The child’s consent form should be labelled ‘assent’. Please provide a parental consent form.
Decision 

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

· Please amend the information sheet for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).

· Please clarify if tissue collected in this study will be used for future research. 
· Please confirm that no restrictions will be placed by the sponsor on the publication of negative findings.  (Ethical Guidelines for Intervention Studies, para 7.16-)
This information will be reviewed, and a final decision made on the application, by the Chair and Dr Zacharias.
	2  
	Ethics ref:  
	13/STH/8 

	 
	Title: 
	Trans-Tasman Eye Anomalies Study (TEA Study) 

	 
	Principal Investigator: 
	Mr Justin Mora 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 February 2013 


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 agreed that as the study looks at prevalence in Maori they would have an interest in being consulted regarding this study.
· Data is required to be kept for 10 years following the youngest participant turning 16years old.

· The Committee discussed the ethnicity data with regard to migrants and the usefulness of point of origin data.
Decision 

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

· Please confirm that Māori consultation will be sought for this study. (Ethical Guidelines for Intervention Studies, para 4.9)
· Please confirm that data will be kept for 10 years following the youngest participant turning 16 years old. 
This following information will be reviewed, and a final decision made on the application, by the secretariat.
	 3  
	Ethics ref:  
	13/STH/9 

	 
	Title: 
	An Open Label Study of Sofosbuvir in Patients with Chronic HCV 

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	Gilead Sciences, Inc. 

	 
	Clock Start Date: 
	07 February 2013 


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. 

· Some frustration was felt by the Committee in reviewing the application due to the significant errors in the completion of the online form.

· The Committee discussed the potential restrictions that may be placed by the sponsor on the publication of negative findings.

· The Committee discussed the monitoring for serious adverse events, and felt that it was not sufficient for this study. 
· The Committee requested that two methods of birth control be used by participants.

· The Committee suggested that the Participant Information Sheet be checked for editing and formatting, and suggested the following changes:
· Please add the following pregnancy clause to the Participant Information Sheet and Consent Form:

I understand that there may be risks associated with the treatment in the event of myself or my partner becoming pregnant. I undertake to inform my partner of the risks and to take responsibility for the prevention of pregnancy.

· Please complete paragraph 3 (Purpose of Study) in the PISCF for the pharmacogenomic sub-study.
· Please explain to participants why pregnancy prevention counselling does not occur until week 12. 

· The Committee was concerned about the difficulty for patients in comprehending the Patient Information Sheet’s especially relating to the terminology ‘genetic testing’ for which there are two separate headings and the inability of patients to understand the difference between IL28 Gene Expression Study and Genetic Makeup. Please clarify this text.
· Please ensure personal pronouns (eg, ‘the subject’ and ‘you’) are not mixed.

· Please explain to participants why tissue samples will be sent overseas as part of this study.
· Please clarify the fourth paragraph under the heading ‘Design of Study’ states that the study is taking place in ‘about two sites’.  Please clarify and provide documentation of the sites.
Decision 

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

· Please confirm that no restrictions will be placed by the sponsor on the publication of negative findings.  (Ethical Guidelines for Intervention Studies, para 7.16-)
· Please provide further information on arrangements for monitoring adverse events in this study.  (Ethical Guidelines for Intervention Studies, para 6.42-)
· Please amend the information to be provided to participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).

This following information will be reviewed, and a final decision made on the application, by the Chair and Ms Gunningham.

	 4  
	Ethics ref:  
	13/STH/10 

	 
	Title: 
	A study to evaluate Vx135 and GSK2336805 in Chronic HCV patients.  

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 February 2013 


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.

Doug Bailey declared a potential conflict of interest, and the Committee decided that Doug will not participate in the discussion of this study.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· Some frustration was felt by the Committee in reviewing the application due to the significant errors in the completion of the online form.

· The Committee discussed the potential restrictions that may be placed by the sponsor on the publication of negative findings.

· The Committee requested that two methods of birth control be used by participants.

· The Committee requested that the information to be provided to participants be edited and proof-read, and the following changes made.
· Please add the following pregnancy clause to the Participant Information Sheet and Consent Form:


I understand that there may be risks associated with the treatment in the event of myself or my partner becoming pregnant. I undertake to inform my partner of the risks and to take responsibility for the prevention of pregnancy.
· Please replace the term ‘needle stick injury’ with ‘injury by needles’.

· Please ensure that information regarding compensation for participants’ time and transport costs is correct.  (There were some inconsistencies between the PISCFs and the information in the application on this point).
Decision 

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

· Please amend the information sheet for participants, taking into account the suggestions made by the Committee. (Ethical Guidelines for Intervention Studies, para 6.22)
· Please clarify and justify the restrictions that will be placed on publication of results. (Ethical Guidelines for Intervention Studies, para 7.16-)

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

	 5  
	Ethics ref:  
	13/STH/11 

	 
	Title: 
	CPT-SIOP-2009 Tumours of the Choroid Plexus 

	 
	Principal Investigator: 
	Dr Robin Paul Corbett 

	 
	Sponsor: 
	Canterbury District Health Board  

	 
	Clock Start Date: 
	07 February 2013 


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 commends the inclusion of sign language in the interpreter’s box.
· The Committee requested that two methods of birth control be used by participants.

· The Committee requested that the following changes be made to the Adult and Adolescent Participant Information Sheet:

· Please add the following pregnancy clause to the Participant Information Sheet and Consent Form:


I understand that there may be risks associated with the treatment in the event of myself or my partner becoming pregnant. I undertake to inform my partner of the risks and to take responsibility for the prevention of pregnancy.
· In the risk section of the PISCFs, please add the word “additional” to the phrase “there is no risk to your/child’s health”.
Decision 

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

· Please amend the information sheet for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).

This following information will be reviewed, and a final decision made on the application, by the secretariat.
	 6  
	Ethics ref:  
	13/STH/13 

	 
	Title: 
	Insulin signal peptide, a novel measure of pancreatic insulin 

	 
	Principal Investigator: 
	A/Prof Richard Troughton 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 February 2013 


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 discussed the amount of blood to be collected in this study, and considered 96mls to be a lot to take at one time.
· The Committee noted that the evidence of Māori consultation provided appeared to be for a different study. 
Decision 

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

· Please ensure that adequate arrangements are in place to deal with any possible adverse outcomes by drawing 96mls of blood in a short period of time. (Ethical Guidelines for Intervention Studies, para 3.7-)
· Please confirm that Māori consultation has been or will be sought for this study.  (Ethical Guidelines for Intervention Studies, para 4.8-)
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:
	19 March 2013, 12:00 PM

	Meeting venue:
	Heartland Hotel Cotswold, 88-96 Papanui Road, Christchurch


No apologies were tendered for this meeting.
Angelika Frank Alexander tendered apologies for the meetings of 16 April 2013 and 16 July 2013.
The meeting closed at 3pm.
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